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Stereetasds’ goal is to establish @ new standard of care
for interventional medicine by enabling the trestment of
more complex cases so as to provids patients and care

givers with less invasive altematives, and by increasing

the efficiency and efficacy of @@W@@tﬁ@@@ﬂ treatment. |
We can achigve this through our ability to bring computer i
controlled precision and é@t@m@tﬁ@m to interventional
procedures, making it easier to accurately nevigate and
pasition ﬁm@W@mﬁ@m@E devices within the heart and

other hard to access areas of the ametomy.




This annual report marks our first year as a public
company. We completed our IPO in August 2004,
raising approximately $41 million, net of expenses.
This landmark event positions Stereotaxis for
continued leadership in bringing remote computer
control to interventional cardiology and electro-
physiology, two of the fastest-growing segments
of the medical device industry. Our reputation

for technological innovation continues to build in
the marketplace, and now, with the financial re-
sources necessary to drive our business forward,
Stereotaxis can complete its transition from a
development stage company to a successful

commercial enterprise.

2004 was a very significant year in Stereotaxis’
evolution, as the Company recorded revenue of
$18.8 million in its first full-year of commercializa-
tion. We are clearly making progress in achieving
our goal of establishing the Stereotaxis System as
the standard of care for complex interventional
procedures in cardiology. During the year, we
placed 22 of our systems in leading hospitals
throughout the world, bringing our total installed
base to 30 systems. It is important to note that
two-thirds of these systems have been placed

at community or regional hospitals that tend to
have a strong bottom line focus and one-third at

academic or teaching institutions. We also sold two

SHAREFHOLDERS

community based regional hospitals their second
system. In each case the first system was primarily
intended for their electrophysiology departments
and the second system will be used in their
interventional cardiology practices. We believe
these second system acquisitions are a strong
endorsement of our value proposition. From an
operating standpoint, we were able to achieve a
significant increase in selling prices in 2004 and,
coupled with our cost reduction efforts, achieved
a gross margin of 52 percent for the second half
of the year. Stereotaxis ended 2004 with purchase
orders and commitments for its systems of ap-
proximately $20 million. Thus we head into 2005

with significant momentum.

We intend to leverage the growing acceptance

of our products by leading hospitals, physicians
and patients, both by working with our industry
partners, including Siemens AG Medical Solutions,
Philips Medical Systems and Biosense Webster®, Inc.,
a Johr{son & Johnson company, to increase clinical
acceptance and by investing in our own internal
sales and marketing infrastructure in order to pen-
etrate the growing interventional markets, both in
the U.S. and internationally. We achieved significant
milestones relating to our strategic alliances in
2004 and early 2005. First, in 2004, we com-
pleted integration of our new Niobe® Il system with
Siemens' AXIOM Artis x-ray system closely followed

by integration with Philips’ Allura x-ray system.
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ACCOMPLISHMENTS:

[ Completion of
itial Public Ofering

[ 30 systems installed by the
end of our first full year of

commercial operations

25

1 $20 million in erder backlog

[ Achievement of 52% gress

miargin in second half of year

[ Sale of a second Stereotasis
Systemn to two of our custom-
ers, both community based

regional hospitals

[ ntegration with Siemens
and Philips

[J CE mark approval for
Biosense Webster magneti-
cally enabled catheters and
CARTO™ XP system

Then, in early 2005, Biosense Webster received CE
mark approval for its first two magnetically enabled
catheters, as well as the integrated Stereotaxis
CARTO XP advanced 3-D mapping and localiza-
tion system, allowing us to commercialize these

products in Europe.

Interventional procedures in cardiology, which
typically offer a less invasive alternative to surgery,
comprise one of the fastest growing areas of
medicine today, driven by the demographics of
aging populations and patient demand. Our vision
is to make Stereotaxis the “Standard of Care” for
cardiac interventional treatment by combining
digital integration of advanced imaging tech-
nologies with computerized remote control of
therapeutic devices, providing, for the very first
time, image guided automation for interventional
medicine and enabling highly accurate instrument
navigation and controf within areas of complex

and tortuous anatomy.

Stereotaxis has successfully integrated its new
Niobe system with the x-ray imaging equipment

of both Siemens and Philips as well as with the
CARTO XP electrophysiology mapping system of
Biosense Webster, These important integration
alliances provide a technologically advanced image
guidance platform for our Niobe system, setting
the stage for Stereotaxis to bring to market in
2005 and beyond advanced 3-D automation soft-

ware and an expanded tool kit of magnetically

guided disposable devices focused on further
simplifying complex procedures and bringing addi-
tional time savings and other economic benefits to
standard cases. It is through our ability to deliver
clinical value to every interventional case that we
expect to achieve our vision for a new “Standard

of Care”.

With the support of our committed partners, we
are focused on penetrating the large and growing
interventional cardiology and electrophysiology
markets. The cardiac cath lab represents one of
the most important revenue and profit centers for
a hc;spital today. In total, approximately 1.8 million
interventional cardiology procedures and 800,000
electrophysiology procedures are performed each
year worldwide. This procedure volume is growing
as patients demand less invasive treatment, cost
containment pressures mount, and the incidence
of coronary artery disease and arrhythmias con-
tinues to rise in line with population demographics.
We believe the Stereotaxis System represents

an opportunity for hospitals to more effectively
address the growing interventional market by pro-
viding their clinicians with the potential to expand
procedure volume, handle more complex cases,
standardize procedure times, improve efficiency,

and lower disposable costs.

Potential customers for our system include ap-
proximately 6,000 interventional cardiology and
electrophysiology labs worldwide. Each year, more

than 800 cardiac cath labs are built or renovated,
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representing our immediate market opportunity.
Importantly, as the number of installed systems
grows, revenues from related disposable interven-
tional devices, software enhancements and service

contracts are expected to grow in parallel.

Our ground-breaking technology has been
validated through the strategic alliances we have
formed with Siemens, Philips and Biosense Web-
ster, three of the leading companies in the medical
- technology industry. Collaborations such as these
not only provide validation of our technology, they
also allow us to leverage the critical sales exper-

tise, distribution channels and service capabilities

potentially, to expand our platform into the neuro-

of our top-tier partners. We are grateful to our . . .
P P 9 endovascular arena and other interventional disci-

current partners for their enthusiastic support for : . o
plines, we remain focused on achieving break-even

Stereotaxis and look forward to expanding these in the second half of 2006, an important step in

relationships, while continuing to seek new oppor- building significant value for our shareholders.

tunities for additional strategic alliances in the field Stereotaxis starts 2005 as a stronger company,

of interventional medicine — a key element of our , o
both commercially and financially, and we are on

growth strategy. track to build on the successes achieved in 2004.

We firmly believe the technology Stereotaxis brings | would like to extend my sincerest thanks to our

to the market has the potential to revolutionize customers, shareholders and employees for their

the practice of interventional medicine and we are continued support, and look forward to reporting

committed to further developing its value proposi- , .
our company's successes in the year to come.

tion. As such, we are engaged in numerous studies

from simple data collection efforts to complex clini- ~ 2MCerel

cal trials to document the benefits of our system in /
terms of efficiency, safety and efficacy. Although we //9 Z%
will continue to invest in research to develop the

fullest scope of our cardiology applications and, Bevil . Hogg

President, Chief Executive Officer

Stereotaxis’
Senior Management Team

Standing (from left):
Doug Bruce

Ruchir Sehra, M.D.
Mike Kaminski

Jim Stolze

Melissa Walker

Seated:
Bevil J. Hogg
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Interventional medicine, in which a flexible dispos-

able instrument such as a catheter or quidewire,
typically inserted through a needle puncture in the
femoral artery is used to deliver therapy to areas
of the body accessible through the circulatory
system, is one of the fastest growing disciplines

in medicine today. Worldwide, there are more than
2.6 million interventional procedures annually

in cardiology alone, representing a $12 billion

market that is growing at roughly 12% per annum.

Interventional procedures, which often involve the
placement of a stent to open and “scaffold” dis-
eased vessels or the ablation of diseased tissues,
are usually far less invasive than surgical alterna-
tives, offering the patient shorter hospital stays
and faster recovery times. Delivery of interven-
tional therapy is typically done in an intervention
room, sometimes called a “cath lab” in which a
sophisticated x-ray fluoroscopy system is used to
provide positional and other imaging information

to the clinician who then must manually navigate a

Stereotaxis’ Product Family
Magnet Systems

long, flexible catheter or guidewire deep within the

blood vessels to access the treatment site.

As the scope of interventional procedures ex-
pands, driven by patient demand for less invasive
therapies, and by payers for less costly treatment
and related recovery, the navigation of these
devices, typically done manually, is becoming in-
creasingly complex and time consuming, placing a
burden on the clinician and constraining productiv-
ity. Without the support of the Stereotaxis system,
the clinician must treat sicker, more complex
patients often using conventiona?l tools designed
for much simpler procedures. Thfis results in longer

and less predictable procedure times.

Stereotaxis has, for the first time, introduced

a more sensible approach that relies on com-
puter co.ntrolled magnetic fields to articulate and
remotely steer the interventional instrument,
thereby obviating the mechanical compromises
and inefficiencies inherent in manual navigation
and allowing complete control arid automation at
the working end of the instrument. The result is

a more efficient and effective means of delivering

Disposable Catheters
' and Guidewires

INNOVATION |

§

interventional medicine, one that has the potential
to expand treatment into areas of highly complex
and tortuous anatomy that have been inaccessible
to most practitioners. The most important attri-
butes of the system include distal, or working end
device control, more flexible, softer and typically
less expensive devices, and the wherewithal for
specialized software to bring both accuracy

and efficiency to increasingly complex interven-

tional procedures.

The Stereotaxis Niobe system can also enable
clinicians to perform many interventional pro-
cedures remotely, greatly reducing their x-ray
exposure. Stereotaxis’ initial focus is in the area of
cardiac interventional medicine, more specifically
interventional cardiology and electrophysiology,
but the technology has the potential to remotely
navigate flexible devices anywhere in the body,
allowing for future platform expansion into new
areas of interventional medicine, including the

brain and other major organ systems.
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INTERVENTIONAL MEDICINE

L 3

Stereotais is focused on the interventional cardiology and
electrophysiology markets, and estimates that its technology
can add value in over 500,000 of the more complex and time
consuming cases among the 2.6 million annual procedures
completed in these areas worldwide.

15-20% of procedures 30% of procedures
270,000+ procedures 240,000+ procedures
* Torturous navigation « CRT
* Complex lesions * EP ablations
+ Chronic total occlusions * EP mapping
I l | + Atrial fibrillation ablation |
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systems worldwide. LR © o i
Approximately °

two-thirds of these
systems are in
community hospitals,
the remainder being at
academic institutions.
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Efficiency

Comparison of electrophysiology
ablation and x-ray time using a
Stereotaxis catheter vs. a standard

manual catheter.
(FDA and Stereotaxis initial clinical trial data)

Manual
D Stereotaxis

]

Ablation Time X-ray Time

fin minutes) {in minutes)
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Traditionally, interventional procedures in
cardiology have been performed by clinicians
manually steering the distal or working end of
a catheter or guidewire by manipulating the
proximal end of the device. The Stereotaxis
System consists of computer-controlied mag-
nets, a sophisticated user interface, magneti-
cally enabled guidewires and catheters, and a
catheter advancer system. Computer controlled
magnetic navigation provides the cIi_nic.ian with
precise control directly at the working'end of
the interventional device, which can be oper-
ated either from the side of the patient table
or, remotely, from a control room outside the
x-ray field.

Over four million people
in the US. currently suffer from abnormal heart
rhythms, known as arrhythmias. The most com-
mon interventional treatment for arrhythmias
is an ablation procedure in which the diseased
tissue causing the arrhythmia is isolated or
destroyed. We believe the Stereotaxis system

is particularly well suited for those procedures
that are time consuming, unpredictable or can
only be accomplished by highly experienced
physicians.

Imterentensl Cardiology The advent of
drug-eluting stents has allowed clinicians to
undertake more complex cases that histori-
cally would have been treated with open-chest
surgery. As a result of expanding the scope of
interventional treatment, clinicians face increas-
ingly complex navigational challenges, including
tortuous lesions, calcific lesions and bifurca-
tions, which we believe can be more effectively
addressed using the Stereotaxis System.

Stereotaxis has
developed a suite of
disposable interventional
catheters, guidewires and
a catheter advancer for
use with our system. In
addition, pursuant to our
agreement with Biosense
Webster, Stereotaxis is
co-developing a complete
range of electrophysiology
catheters that can be
navigated with our system,
the first two of which
received European com-
mercialization approval
in early 2005. Compared
to traditional manual
catheters, these are
more flexible devices
and, reflecting the virtual
absence of mechanical
linkages, are inherently
less costly to
. produce.

STEHEOTAKXKIS

—— ]

NIOBE Cardiology Magnet System employs
cemputerized magnet technology to remotely
and precisely navigate catheters or guidewires
through complex paths in the blood vessels and
chambers of the heart to deliver treatment.

MIOBE 0} utilizes a tilt
mechanism to expand
imaging of anatomic
structures. This model was
commercialized in 2004.
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X-ray flucroscopy
system provides the
real-time view of the
patient's heart during the
| interventional procedure.

L

The Stereotaxis System is designed te be integrated with x-ray flucroscopy
systems, mapping and ablation localization systems and proprietary
catheters and guidewirss. Our strategic alliances with Siemens, Philips and
Biosense Webster provide significant benefits to our customers and are an
important endorsement of our value propositien.

The Stereotaxis Niobhe
Il system is shown
here with the Siemens
AXIQM Artis x-ray
fluocroscopy system.

NAVIGANT is the
advanced user interface,
or physician control center,
where procedures are
visualized and tracked
in order to provide the
instrument control
commands that govern
the motion of the working
tip of the catheter or
gquidewire,

STERECTAXIS
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Stereotaxis estimates that approximately
800,000 electrophysiology procedures are
performed worldwide each year. Of these,

we believe that roughly 30% are very time
consuming or can only be performed by highly
experienced physicians, and we believe that
the number of these complex procedures is
growing at a rate of approximately 12% per
year, For electrophysiology clinicians, our
system allows for more predictable and efficient
navigation of disposable devices to treatment
sites, including the left atrium for atrial fibril-
lation procedures. Accordingly, we believe our
system will significantly lower the skill barriers
required to perform complex electrophysiology
procedures.

For hospital administrators, the standardization
of electrophysiology procedure times achievable
with the Stereotaxis System will allow for more ef-
ficient patient scheduling. In addition, we believe
our technology can bring about improvements
in cath lab productivity by more effectively and
efficiently controlling the delivery of disposable
devices resulting in reductions in consumables
consumption as well as in overall procedure
times. An added benefit to the clinician is the
ability to perform the procedure from a control
room, out of the x-ray field, without having to
wear a heavy lead apron which would otherwise
be required.

The Stereotaxis Niobe [l
system is shown here with
the Philips Allura x-ray
system at St. Elizabeth’s
Hospital in Boston, MA.

“The future of Electrophysiology is
to effectively enable therapy delivery
in complex cases such as AF and
VT. We must replace the decade
old tools we currently éttempt to
adapt to treat these céses. We
need catheters that are flexible, go
where we direct them,: with tre-
mendous precision, atraumatically,
and with consistency. No other
technology can accomiplish what

Stereotaxis can with a jcatheter."

Larry A Chinitz MD, FACP FATIC; Director,
Cardiac Electrophysiology and Invasive
Cardiology / Director, Heart Rhythm Center
Associate Professor of Medicine, NYU School
of Medicine; New York, NY
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“The most effective way to treat AF
Is by isolating the pulmonary veins.
The problem is that this is difficult

to do with current technologies.

Stereotaxis makes it possible to
enable these more complex proce-
dures because of the system’s abil-

ity to precisely navigate a catheter.”
Charles {. Haffajee, MD; Director, Cardiac

Electrophysiology, Arrhythmia and Pacing /
Professor of Medicine, Tufts University School
of Medicine; Caritas St. Elizabeth’s Medical
Center; Boston, MA
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Nearly 500,000 people die annually from The Stereotaxis Nicbe [l
: system is shown here with

coronary artery disease. Physicians are cur- ‘ the Siemens AXIOM Artis
rently performing approximately 1,000,000 x-ray fluoroscopy system at
. . ' ‘ Central Baptist Hospital in
interventional procedures yearly to open ‘ Lexington, KY.

blocked vessels, and another 500,000 patients
with especially complex or challenging coronary
disease undergo open heart surgery to bypass

“Patients who previously would have had bypass
blocked coronary arteries. Treatment in inter- P y 6 had yp

ventional cardiology procedures is effected by surgery are now being treated with drug eluting stents
navigating a guidewire through a narrowing or
partial blockage of the coronary arteries so as in an interventional manner. There is going to be a

to deliver an expandable metal scaffold or stent

to hold open the diseased vessel. However,in greater demand to take on more complex lesions and

a significant subset of cases, the treatment ste |~y qaliver drug eluting stents into more difficult loca-
is located within especially difficult anatomy

requiring the clinician to navigate the guidewire | tions than ever before..\We envision the Niobe system
and stent delivery system through a complex ; '

series of vessel branches and turns as well as as a method of helping us to deliver therapy into more
through the lesion itself. We believe that our '

system’s ability to bring computer controlled challenging areas of th:e coronary anatomy.

precision and automation to the delivery of Roderick B. Meese, MD; Medical Director,
guidewires and other therapeutic devices can Trinity Mother Frances Hospital; Tyler, TX

greatly simplify complex navigation and treat-
ment in such cases.

We believe that the Stereotaxis System will
enable interventional cardiologists to expand
the scope of their practice, making possible
a higher percentage of interventional ap-
proaches to cases that otherwise would have

required surgery.

INTERVENTIONAL CA

I
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“"When you consider buying a
piece of capital equipment, you

ask yourself, "What's this going to

mean to us?’ | can tell you that the

payoff has been huge. | think that

the Stereotaxis technology will be

the technology that we'll want at

o Central Baptist in every lab at

K this hospital.”

J William G. Sisson; President and CEO,
Central Baptist Hospital; Lexington, KY.

(Central Baptist Hospital has acquired two Niobe systems.})
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PART I
ITEM 1. BUSINESS

FORWARD-LOOKING STATEMENTS

This annual report on Form 10-K, including the sections entitled ““Business” and ‘“Management’s Discussion
and Analysis of Financial Condition and Results of Operations”, contains forward-looking statements. These
statements relate to, among other things:

¢ our business strategy;
* our value proposition;

e the ability of physicians to perform certain medical procedures with our products safely, effectively and
efficiently;

¢ the adoption of our products by hospitals and physicians;

e the market opportunity for our products, including expected demand for our products;

¢ the timing and prospects for regulatory approval of our additional disposable interventional devices;
* our plans for hiring additional personnel,

* our estimates regarding our capital requirements; and

e any of our other plans, objectives, expectations and intentions contained in this annual report that are not
historical facts.

These statements relate to future events or future financial performance, and involve known and unknown
risks, uncertainties and other factors that may cause our actual results, levels of activity, performance or achievements
to be materially different from any future results, levels of activity, performance or achievements expressed or
implied by such forward-looking statements. In some cases, you can identify forward-looking statements by terminol-

R N1

ogy such as “may”, “will”, “‘should”, “could”, “‘expects”, “‘plans”, “‘intends”, “anticipates”, “‘believes”, “‘estimates”,
“predicts”, “potential” or “‘continue’ or the negative of such terms or other comparable terminology. Although we
believe that the expectations reflected in the forward-looking statements are reasonable, we cannot guarantee future

results, levels of activity, performance or achievements. These statements are only predictions.

Factors that may cause our actual results to differ materially from our forward-looking statements include,
among others, changes in general economic and business conditions and the risks and other factors set forth in
“Management’s Discussion and Analysis of Financial Condition and Results of Operations — Factors that May Affect
Future Results” and elsewhere in this annual report on Form 10-K.

Our actual results may be materially different from what we expect. We undertake no duty to update these
forward-looking statements after the date of this annual report, even though our situation may change in the future.
We qualify all of our forward-looking statements by these cautionary statements.

Overview

We design, manufacture and market an advanced cardiology instrument control system for use in a hospital’s
interventional surgical suite, or “cath lab”, that we believe revolutionizes the treatment of coronary artery disease
and arrhythmias by enabling important new therapeutic solutions and enhancing the efficiency and efficacy of
existing catheter-based, or interventional, procedures. Our Stereotaxis System allows physicians to more effectively
navigate proprietary catheters, guidewires and stent delivery devices, both our own and those we are co-developing

3




with strategic partners, through the blood vessels and chambers of the heart to treatment sites and then to effect
treatment. This is achieved using computer-controlled, externally applied magnetic fields that precisely and directly
govern the motion of the internal, or working, tip of the cathetér, guidewire or stent delivery device. We believe that
our Stereotaxis System represents a revolutionary technology in the cath lab, bringing precise remote digital
instrument control and programmability to the cath lab, and has the potential to become the standard of care for a
broad range of complex cardiology procedures. ‘

We believe that our Stereotaxis System is the only technology to be commercialized that allows remote,
computerized control of catheters, guidewires and stent delivery devices directly at their working tip. To our
knowledge, we have no direct competitors in this field. We also believe that our technology represents an important
advance in the ongoing trend toward digital instrumentation in the cath lab and provides substantial, clinically
important improvements and cost efficiencies over manual interventional methods, which require years of physician
training and often result in long and unpredictable procedure times and sub-optimal therapeutic outcomes.

We began commercial shipments in 2003, following U.S. and European regulatory approval of the core
components of the Stereotaxis System, and had revenues of approximately $18.8 million in 2004 and $5.0 million in
2003. As of December 31, 2004, we had sold and delivered 30 Stereotaxis Systems, including 20 in the U.S. and 10
internationally, and physicians have used these systems to perform approximately 1,100 cardiology procedures. We
also had purchase orders and other commitments for an additional $20 million of our Stereotaxis Systems. There can
be no assurance that we will recognize revenue in any particular period or at all because some of our purchase orders
and other commitments are subject to contingencies that are outside our control. In addition, these orders and
commitments may be revised, modified or canceled, either by their express terms, as a result of negotiations or by
project changes or delays. '

‘The Stereotaxis System is designed primarily for the inierventional treatment of coronary artery disease, or
interventional cardiology, and for the interventional treatment of abnormal heart rhythms known as arrhythmias, or
electrophysiology. Our Stereotaxis System consists of the following proprietary components:

s our NIOBE cardiology magnet system, which utilizes permanent magnets to navigate catheters, guidewires
and stent delivery devices through complex paths in the blood vessels and chambers of the heart to carry out
treatment; '

* our NAVIGANT advanced user interface, or physician control center, which physicians use to visualize and
track procedures and to provide instrument control commands that govern the motion of the working tip of
the catheter, guidewire or stent delivery device; i

¢ our CARDIODRIVE automated catheter advancer, which is used to remotely advance and retract the
catheter in the patient’s heart; and

¢ our suite of interventional catheters, guidewires and stent delivery devices, which we refer to as disposable
interventional devices.

The Stereotaxis System is designed to be installed in both new and replacement cath labs worldwide. We
currently have regulatory clearance to market our NIOBE cardiology magnet system, our NAVIGANT advanced
user interface, our CARDIODRIVE automated catheter advaricer and various disposable interventional devices in
the U.S. and in the European Union, and we anticipate applying through Siemens and J&J to begin clinical trials in
Japan in 2005. Current and potential purchasers of our Stereotaxis System include leading research and academic
hospitals as well as medium and high volume commercial and regional medical centers around the world. We estimate
that there are more than 750 new and replacement cardiology cath labs being installed worldwide each year. We also
estimate that the initial imaging equipment and installation costs for a new or replacement cardiology cath lab today
can range as high as $2 million, for a total cardiology cath lab installation market potentially in excess of $1.5 billion
per year.



The market for cardiovascular medical devices worldwide exceeds $12 billion per year and is estimated to be
growing at 12% annually. Physicians are currently performing approximately 1.8 million interventional cardiology
procedures and approximately 800,000 electrophysiology procedures worldwide each year. This procedure base
continues to grow, due to patient demand for less invasive procedures, cost containment pressure and an increasing
incidence of coronary artery disease and arrhythmias. While the Stereotaxis System potentially has broad applicabil-
ity for many of these procedures, we believe that it can provide significant advantages relative to manual interven-
tional methods for approximately 15% of interventional cardiology procedures, or approximately 270,000 procedures
annually, including procedures for stent delivery and the treatment of complex lesions. In electrophysiology, we
believe that the Stereotaxis System can provide significant advantages for approximately 30% of procedures, or about
240,000 procedures annually, including procedures for ablation and the placement of pacing leads. As a result, we
believe that the Stereotaxis System can provide substantial clinical benefits compared to manual interventionat
methods in more than 500,000 worldwide annual procedures.

The Stereotaxis System is designed to address the needs of patients, hospitals, physicians, and third-party
payors on a cost-effective basis by:

* meeting patient demands for less invasive procedures, while improving patient safety and outcomes;

* enabling new procedures in interventional cardiology and electrophysiology that currently cannot be per-
formed, or are extremely difficult to perform, with manual methods;

s enhancing the productivity of existing complex interventional procedures, by both shortening procedure
times and making them more predictable, thereby improving cath lab scheduling efficiency and lowering total
costs;

¢ decreasing the number of disposable interventional devices used per procedure, thereby potentially lowering
provider costs;

* providing ease of use and lowering physician skill barriers for complex cardiology procedures; and

* decreasing exposure to x-ray fluoroscopy fields for patients and physicians and reducing the use of contrast
dye injections, both of which are potentially harmful.

We have alliances with each of Siemens AG Medical Solutions, Philips Medical Systems and Biosense
Webster, a subsidiary of Johnson & Johnson. Through these alliances, we are integrating our Stereotaxis System with
Siemens’ and Philips’ market leading digital imaging and J&J’s 3D catheter location sensing technology, and
developing compatible disposable interventional devices, in order to continue to introduce new solutions to the cath
lab. Together, Siemens and Philips have a combined installed base of more than 2,200 cardiology cath labs in the U.S,,
while J&J has the leading market position in 3D catheter location sensing technology, an important technology in
complex electrophysiology ablation procedures. The Siemens and Philips alliances provide for coordination of our
sales and marketing with that of our partners to facilitate co-placement of integrated systems. In addition, Siemens
and Philips have agreed to provide worldwide service for our integrated systems. In connection with these alliances,
Siemens invested $10 million and J&J invested $9.5 million in our equity in private placements prior to our initial
public offering, and Philips agreed to make payments of up to $7.5 million relating to the integration of its x-ray
fluoroscopy system with the Stereotaxis System.

The core elements of our Stereotaxis System are protected by an extensive patent portfolio, as well as
substantial know-how and trade secrets.

Background

Traditionally, cardiac procedures have been performed via open chest heart bypass surgery. This procedure is
very invasive, requiring cutting open the rib cage and spreading it apart in order to gain access to the heart. This
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enables the physician to directly view the patient’s heart during the procedure and to operate manually. Additionally,
the patient is typically placed on a heart lung bypass device. While generally very effective, the procedure is highly
traumatic for the patient, and usually requires a long hospital stay, followed by a significant period of convalescence.
Conventional cardiac surgery is also expensive, with a procedure cost that can range as high as $100,000.

Minimally invasive surgical procedures for cardiology were devised to mitigate many of the drawbacks of
bypass surgery while maintaining essential elements of visualization and instrument control. These procedures utilize
an endoscope for visualization, which is inserted through an incision in the patient’s body. While these minimally
invasive surgical techniques have been used for a number of cardiac procedures, in most instances they have not been
as effective as conventional cardiac surgery. As a result, bypass surgery, despite its drawbacks, has remained the
predominant method for cardiac surgical procedures.

Interventional cardiology represents the next, and most recent, step in the evolution of less invasive cardiac
procedures. These procedures are performed in the cath lab, Where real-time x-ray imaging, often enhanced by the
injection of contrast dye, provides visualization enabling physicians to insert and navigate guidewires, catheters and
stent delivery devices into the vasculature or open chambers of the heart to deliver therapy. Instrument control in
typical interventional cardiology procedures for the treatment of coronary artery disease requires the physician to
manually manipulate the external end of a long, slender guidewire in order to indirectly control and position the
working tip of the instrument. This requires significant skill and, depending upon the type and location of the lesion
being treated, can be very difficult and time consuming. The guidewire is typically used for navigation to the
treatment site, after which a catheter or stent delivery device is threaded over the guidewire to perform the necessary
treatment. Guidewires are also typically used to place pacemaker leads used in cardiac resynchronization therapy for
the treatment of congestive heart failure. In electrophysiongy mapping and ablation procedures, physicians use
specialized catheters that are manually navigated using a system of mechanical control cables to map the patient’s
heart, and then to ablate the heart tissue to eliminate arrhythmias. This also requires significant skill, and, depending
on the type and location of the arrhythmia, can be very difficult and time consuming to perform.

Interventional cardiology and electrophysiology procedures have proven to be very effective at treating
coronary artery disease and arrhythmias at sites accessible through the vasculature without the patient trauma,
complications, recovery times and cost generally associated with open surgery. With the advent of drug-eluting stents,
the number of potential patients who could benefit from interventional cardiology procedures has grown, However,
major challenges associated with manual approaches to interventional cardiology and electrophysiology persist. In
interventional cardiology, these challenges include difficulty in navigating the disposable interventional device
through tortuous vasculature and crossing certain types of complex lesions to deliver drug-eluting stents to effect
treatment. As a result, numerous patients who could be candidates for an interventional approach continue to be
referred to bypass surgery. In electrophysiology, these challenges include precisely navigating the tip of the mapping
and ablation catheter to the treatment site on the heart wall and maintaining tissue contact throughout the cardiac
cycle to effect treatment, and, for atrial fibrillation, performing complex ablations within the left atrium of the heart.
As a result, large numbers of patients are referred to palliative drug therapy that can have harmful side effects,

We believe the Stereotaxis System represents a revolutionary step in the trend toward highly effective, but
less invasive, cardiac procedures. As the first technology to permit direct, computerized control of the working tip of a
disposable interventional device, the Stereotaxis System enables physicians to perform cardiac procedures interven-
tionally that historically would have been very difficult or impossible to perform in this way and significantly improves
the efficiency of existing complex procedures in the cath lab.:




The Growing Importance of the Cath Lab

We believe that the cath lab’s position as a hospital profit center, coupled with the growth of interventional
procedures, has made it possible for decision-makers to justify large expenditures on capital equipment for use within
the cath lab. As a result, hospitals with cath labs have tended to be early adopters of new technologies.

‘There has also been a major trend toward using digital rather than analog instrument systems in the cath lab,
resulting in the rapid replacement of analog electrophysiology recording systems with digital recording systems and
the current rapid replacement of analog x-ray fluoroscopy systems with digital x-ray fluoroscopy systems. Addition-
ally, new sources of diagnostic information such as 3D catheter location sensing technology and catheter-based
ultrasound are being introduced to the cath lab. As a result, interventional procedures require physicians to analyze
large quantities of information from many disparate imaging and information sources. We believe that the Stereotaxis
System provides an important link in completing the digital transformation of the cath lab, because it is the only
system that integrates the visualization and information systems in the cath lab with digital control of the working tip
of catheters, guidewires and stent delivery devices. Furthermore, because the Stereotaxis System brings precise
remote digital instrument control and programmability to the cath lab, we believe it can displace conventional manual
control of disposable interventional devices for complex cardiology procedures in the same way that digital control,
or “fly by wire” technology, replaced mechanical control of the modern jet airplane.

Interventional techniques are routinely used in interventional cardiology to treat partially occluded coronary
arteries with balloon angioplasty and to place coronary stents, and in electrophysiology to treat certain types of
arrhythmias. In the U.S. there are more than 1.1 million interventional cardiology procedures performed for the
treatment of coronary artery disease each year, which represents approximately 60% of the total number of such
procedures performed on a worldwide basis. Each year in the U.S,, there are also more than 500,000 electrophysiol-
ogy procedures for treatment of arrhythmia, including more than 340,000 electrophysiology mapping procedures and
more than 160,000 ablation procedures, which represents approximately 65% of the total number of electrophysiol-
ogy procedures performed on a worldwide basis. Interventional treatments are also emerging for atrial fibrillation
and congestive heart failure, and industry estimates indicate that the U.S. procedure base for these diseases has the
potential to grow rapidly if more effective interventional treatments are available.

There are approximately 3,700 cardiology cath labs in the U.S. installed at approximately 1,900 hospitals.
Based on procedure volume, we estimate that there are over 2,000 cardiology cath labs located throughout the rest of
the world. We estimate that there are more than 750 new and replacement cardiology cath labs installed each year
worldwide.

Current Challenges in the Cath Lab

Although great strides have been made in applying manual interventional techniques, significant challenges
remain that reduce cath lab productivity and limit both the number of complex procedures and the types of diseases
that can be treated. These challenges primarily involve the limitations of manual instrument control and the lack of
integration of the information systems used by physicians in the cath lab. As a result, many complex procedures in
interventional cardiology are referred to highly invasive bypass surgery and many complex cases in electrophysiology
are treated with palliative drug therapy.

Limitations of Instrument Control

Navigation in the blood vessels and the chambers of the heart can be difficult because the path that a
disposable interventional device must follow to arrive at the treatment site and deliver therapy can be complex and
tortuous. Physicians using manual methods often utilize a range of different catheters and guidewires in succession in
an attempt to find the right device or devices for the procedure being performed.
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Manually controlled catheters, guidewires and stent delivery devices, even in the hands of the most skilled
specialist, have inherent instrument control limitations. In traditional interventional procedures, the device is
manually manipulated by the physician who twists and pushes the external end of the instrument in an iterative
process to thread the instrument through the blood vessels to the treatment site. Manual control of the working tip
becomes increasingly difficult as more turns are required to navigate the instrument to the treatment site, as the blood
vessels to be navigated become smaller and less accessible or more blocked, and as greater precision is required to
carry out therapy at the treatment site. ‘

Lack of Integration of Information Systems

While sophisticated imaging, mapping and location-sensing systems have provided visualization for interven-
tional procedures and allowed interventional physicians to treat more complex conditions, the substantial lack of
integration of these information systems requires the physician to mentally integrate and process large quantities of
information from different sources in real time during an interventional procedure. For example, a physician ablating
heart tissue to eliminate an arrhythmia will often be requlred to mentally integrate information from a number of
sources, including:

fl

e real-time x-ray fluoroscopy images; v

* areal-time location-sensing system providing the 3D iocation of the catheter tip;
e a pre-operative map of the electrical activity or anatomy of the patient’s heart;

* real-time recording of electrical activity of the heart; and

e temperature feedback from an ablation catheter.

Each of these systems displays data differently, requiring physicians to continuously reorient themselves to
the different formats and displays as they shift their focus from one data source to the next while at the same time
manually controlling the interventional instrument.

The Stereotaxis Value Proposition

The Stereotaxis System addresses the current challenges in the cath lab by providing precise computerized
control of the working tip of the interventional instrument and by integrating this control with the visualization and
information systems used during interventional cardiology and electrophysiology procedures, on a cost justified basis.
We believe that the Stereotaxis System is the only technology to be commercialized that allows remote, computerized
control of disposable interventional devices directly at their working tip.

We believe that the Stereotaxis System will:

* Expand the market by enabling new treatments for major diseases and permitting the treatment of more
complex existing cases. Treatment of a number of major diseases, including chronic totally occluded coronary
arteries and atrial fibrillation, is highly problematic using conventional catheter-based techniques. Addition-
ally, many patients with multi-vessel disease and certain complex arrhythmias are often referred to other
therapies because of the difficulty in controlling the working tip of disposable interventional devices. As a
result, these patients are typically referred to more invasive surgeries or largely ineffective drug therapy.
Because the Stereotaxis System provides precise, computerized control of the working tip of disposable
interventional devices, we believe that it will potentially enable chronic totally occluded coronary arteries
and atrial fibrillation to be treated interventionally on: a much broader scale than today, and may permit
physicians to predictably treat complex cases involving partially occluded coronary arteries and arrhythmias.

* Improve outcomes by optimizing therapy. Difficulty in controlling the working tip of disposable interven-
tional devices leads to sub-optimal results in many procedures. Precise instrument control is necessary for
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treating a number of cardiac conditions, including arrhythmias, where precise placement of an ablation
catheter against a beating inner heart wall is necessary, and congestive heart failure, where precise navigation
within the coronary venous system for optimal placement of pacemaker leads is required. Precise and correct
navigation and placement of expensive drug-eluting stents also have a significant impact on procedure costs
and outcomes. We believe the Stereotaxis System can enhance procedure results by improving navigation of
disposable interventional devices to treatment sites, and by effecting more precise treatments once these sites
are reached.

Enhance hospital efficiency by reducing and standardizing procedure times, disposables utilization and
staffing needs. Interventional procedure times currently range from several minutes to many hours as
physicians often engage in repetitive, ‘‘trial and error’” maneuvers due to difficulties with manually control-
ling the working tip of disposable interventional devices. By reducing both navigation time and the time
needed to carry out therapy at the target site, we believe that the Stereotaxis System can reduce complex
interventional procedure times compared to manual procedures. We believe the Stereotaxis System can also
reduce the variability in procedure times compared to manual methods. Greater standardization of proce-
dure times allows for more efficient cath lab scheduling. We also believe that additional cost savings from the
Stereotaxis System result from decreased use of multiple catheters and guidewires in procedures compared
with manual methods and also from decreased staff requirements during procedures, which further enhances
the rate of return to hospitals.

Improve the efficacy of complex cardiology procedures by enhancing physician skill levels. Training required
for physicians to carry out manual interventional procedures typically takes years, over and above the
training required to become a specialist in cardiology, leading to a shortage of interventional physicians for
more complex procedures. The Stereotaxis System can allow procedures that previously required the highest
levels of manual dexterity and skill to be performed effectively by a broader range of interventionalists, with
more standardized outcomes. In addition, interventional physicians can be trained to use the Stereotaxis
System in a relatively short period of time. The Stereotaxis System can also be programmed to carry out
sequences of complex navigation automatically.

Improve patient and physician safety by reducing procedure times and minimizing x-ray exposure and the use
of contrast dye injections. During conventional catheter-based procedures, both the physician, who stands by
the patient table to manually control the catheter, and the patient are exposed to the potentially harmful x-
ray fluoroscopy field. This exposure can.be minimized by reducing procedure times. Reducing procedure
times is also beneficial to the patient because there is a direct correlation between complication rates and
procedure length. Shorter procedure times and improved navigation result in reduced use of contrast dye
injections which are potentially harmful to the patient. The Stereotaxis System can further improve physician
safety by enabling them to conduct procedures remotely from an adjacent control room, which reduces their
exposure to harmful radiation and helps alleviate orthopedic problems that often result from wearing heavy
lead vests to shield them from x-ray exposure during procedures.

Business Strategy

Our goal is to establish the Stereotaxis System as the standard of care for complex interventional procedures

in cardiology by bringing magnetic instrument control into standard interventional clinical practice. The key elements
of our strategy for achieving this goal are to:

Leverage the efficiency and productivity improvements enabled by our system to present a compelling
economic justification to hospitals. We believe our system enhances the rate of return to hospitals by
optimizing cath lab economics, reducing procedure times, disposable interventional device usage and staffing
requirements during procedures. This allows us to present a compelling economic justification to hospitals for
the purchase of our systems.




* Integrate our system with our key strategic partners’ products and leverage our partnerships to assist in
further development, commercialization, sales and service of our products. We are integrating our system
with Siemens’ and Philips’ widely used imaging equipment and J&J’s advanced 3D catheter location sensing
technology to provide seamless integration of instrument control and visualization and a toolkit of disposable
interventional devices that we believe will enable new therapeutic solutions in the cath lab. We have also
entered into a manufacturing and supply agreement with Lake Region Manufacturing, one of the world’s
leading manufactures of guidewires for use in interventional medicine, to provide high volume capability for
guidewires. We intend to continue leveraging the sales, distribution, service and maintenance expertise of our
strategic partners to facilitate co-placement of integrated systems and disposable interventional devices and
to support and maintain our equipment at installed sites. See ‘“‘Business—Collaborations” for a further
description of our strategic partnerships. We intend to selectively expand the number of co-marketing
agreements that we have with major companies in the cath lab market in order to augment the effectiveness
of our direct sales force and distribution network, and to add distributors to extend coverage to key areas
outside the U.S. We also intend to selectively enter into additional licensing, development and manufacturing
partnerships with major disposables companies in order to expand the number of magnetically controlled
disposable interventional devices that can be used with the Stereotaxis System. We will continue to outsource
major components and sub-assemblies of our equipment to maximize manufacturing flexibility and lower
fixed costs, while maintaining quality control by completing final system assembly and inspection in-house.

¢ Provide an essential digital link in the cath lab between imaging systems and instrument control. We intend to
maintain an open architecture approach to connectivity in the cath lab in order to encourage the major
imaging companies to consider Stereotaxis an essential ingredient for digital integration and automation in
the cath lab. We believe that integrating our system with key imaging and visualization technologies using an
open architecture approach is a key element in establishing our system as the standard of care for complex
interventional procedures. :

» Expand clinical applications for, and utilization of, our technology. We intend to pursue clinical research with
leading interventional cardiologists and electrophysiologists in order to further develop and expand the range
of clinical applications for magnetic instrument control in the field of cardiology. We also intend to provide
comprehensive training and educational programs for pliysicians regarding the use and benefits of our system
in order to increase the overall utilization of our technology. We believe that we can build on our experience
in the cardiology field to expand the scope of our technology to other major clinical areas where there are
potential unmet needs for better device navigation and control.

* Capitalize on our technology leadership to enhance our competitive position. We intend to enhance and
maintain our technology leadership with focused research and development. We also intend to build on our
“first mover” advantage to establish Stereotaxis as the preferred approach for cath lab automation, by
providing continuous improvement of our technology and user-friendly software. We will continue to protect
our intellectual property through additions to our already significant patent portfolio in order to cover the
key aspects of our technology, including new magnet designs, catheter and guidewire designs, remote control
systems, systems integration and automation and software development.

Overview of the Stereotaxis System

Our proprietary Stereotaxis System provides the physician with precise remote digital instrument control
through user friendly “point and click’ and/or joystick-operated technology, which can be operated either from
beside the patient table, as in traditional interventional procédures, or from a room adjacent to the patient and
outside the x-ray fluoroscopy field. The NIOBE cardiology magnet system navigates disposable interventional
devices to the treatment site through complex paths in the blood vessels and chambers of the heart to carry out
treatment using computer controlled, externally applied magnetic fields to directly govern the motion of the working
tip of these devices, each of which has a magnetically sensitive tip that predictably responds to magnetic fields
generated by our system. Because the working tip of the disposable interventional device is directly controlled by
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these external magnetic fields, the physician has the same degree of control regardless of the number or type of turns,
or the distance traveled, by the working tip to arrive at its position in the blood vessels or chambers of the heart,
which results in highly precise digital control of the working tip of the disposable interventional device while stiil
giving the physician the option to manually advance the catheter.

Through our alliances with Siemens, Philips and J&J, this precise digital instrument control has been
integrated with the visualization and information systems used during interventional cardiology and electrophysiol-
ogy procedures in order to provide the physician with a fully-integrated and automated information and instrument
control system. We have integrated our Stereotaxis System with Siemens’ digital x-ray fluoroscopy system, and we
have completed the initial integration with Philips’ digital x-ray fluoroscopy system. In addition, we are integrating
the Stereotaxis System with J&J's 3D catheter location sensing technology, to provide accurate real-time information
as to the 3D location of the working tip of the instrument, and with J&J’s ablation tip technology. We believe that the
combination of these features will provide more effective instrument control and therapy delivery.

The components of the Stereotaxis System are identified and described below:

Systems

NIOBE Cardiology Magnet System. Our NIOBE cardiology magnet system utilizes two permanent magnets
mounted on articulating or pivoting arms that are enclosed within a stationary housing, with one magnet on either
side of the patient table, inside the cath lab. These magnets generate magnetic navigation fields that are less than 10%
of the strength of fields typically generated by MRI equipment and therefore require significantly less shielding, and
cause significantly less interference, than MRI equipment.

NAVIGANT Advanced User Interface. The NAVIGANT advanced user interface is an integrated informa-
tion and control center that consolidates the key information sources used by interventional cardiologists and
electrophysiologists and allows these physicians to provide instrument control directions to precisely govern the
motion of the working tip of disposable interventional devices.

The NAVIGANT advanced user interface consists of:

» configurable display screens located both next to the patient table inside the cath lab and in the adjacent
control room, outside the x-ray fluoroscopy field, that provide advanced visualization and information
integration to the physician;

* sophisticated embedded device software and system control algorithms that are integrated with our disposa-
ble interventional devices to facilitate ease of use and improved navigation of these devices;

e computer joystick or mouse control which the physician uses to direct the motion of the working tip of the
disposable interventional device, either from inside the cath lab or from the adjacent control room; and

* asoftware package designed for interventional cardiology or electrophysiology, or both, as well as optional
application software tailored for specific clinical procedures.

CARDIODRIVE Automated Catheter Advancer. Where the physician is conducting the procedure from
the adjacent control room, the CARDIODRIVE automated catheter advancer is used to advance and retract the
catheter in the patient’s heart while the NIOBE magnets precisely steer the working tip of the device.

We have received the FDA clearance and the CE Mark necessary for us to market the NIOBE cardiology
magnet system, the NAVIGANT advanced user interface and the CARDIODRIVE automated catheter advancer in
the U.S. and Europe.
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Disposables and Other Accessories

Our system is designed to use a toolkit of proprietary disposable interventional devices. The toolkit currently
consists of: -

» our suite of CRONUS® coronary guidewires suitable for use in interventional cardiology procedures for the
introduction and placement of over-the-wire therapeutic devices, such as biventricular pacing leads used in
cardiac resynchronization therapy for treating congestive heart failure;

¢ our TANGENT® electrophysiology mapping catheter used to locate aberrant electrical signals in the heart;
¢ our HELIOS® electrophysiology ablation catheter used for certain arrhythmia treatments; and

s the Celcius ablation and Navistar mapping and catheters co-developed with J&J, as described below.

We have received the FDA clearance and the CE Mark necessary for us to market our suite of CRONUS
coronary guidewires and our electrophysiology mapping catheter in the U.S. and Europe. In addition, we have
received the CE Mark for our HELIOS electrophysiology ablation catheter and, in the U.S., we have completed
clinical trials in 2004 and expect to subsequently file for a PMA.

Through our alliance with J&J, we are co-developing a range of ablation catheters that can be navigated with
our system, with and without J&J’s 3D catheter location sensing technology. We are also developing disposable
interventional devices for other applications. In addition, we have developed plastic software keys, or smart chips,
that allow our system to recognize specific disposable interventional devices in order to prevent unauthorized use of
our system.

In March 2005, we announced the first commercial use of our Stereotaxis system with the Celcius™ RMT
ablation catheter, the Navistar™ RMT mapping and ablation catheter and the CARTO™ RMT mapping and ablation
system in Europe. These products, which had recently received CE Marking authorization in Europe and other
countries that recognize the CE Mark, are the first products to be commercialized pursuant to our strategic alliance
with J&J. We expect that approvals in the United States will follow in 2005 and that Biosense Webster will continue to
develop other magnetically enabled catheters into 2006.

We believe that we can adapt most disposable intervéntional devices for use with our system by using our
proprietary technology to add an inexpensive micro-magnet at their working tip. This micro-magnet is activated by an
external magnetic field, which allows interventional devices with tip dimensions as small as 14 thousandths (0.014) of
an inch to be oriented and positioned in a predictable and controllable fashion. We believe this approach to bringing
digital control to disposable interventional devices using embedded magnets can simplify the overall design of these
devices and reduce their manufacturing costs because mechanical controls are no longer required.

Clinical Applications

We have initially focused our clinical and commercial efforts on applications of the Stereotaxis System in
complex interventional cardiology procedures for the treatment of coronary artery disease, and in electrophysiology
procedures for the treatment of arrhythmias. Our system potentially has broad applicability in other areas, such as
interventional neurosurgery, interventional neuroradiology, peripheral vascular, pulmonology, urology, gynecology
and gastrointestinal medicine, and our patent portfolio has been structured to permit expansion into these areas.

Interventional Cardiology

Nearly half a million people die annually from coronary artery disease, a condition in which the formation of
plaque in the coronary arteries obstructs the supply of blood to the heart, making this the leading cause of death in the
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U.S. Despite various attempts to reduce risk factors, each year over one million patients undergo interventional
procedures in an attempt to open blocked vessels and another half a million patients undergo open heart surgery to
bypass blocked coronary arteries.

Blockages within a coronary artery, often called lesions, are categorized by degree of obstruction as partial
occlusions, non-chronic total occlusions and chronic total occlusions. Lesions are also categorized by the degree of
difficulty with which they can be opened as simple or complex. If the blockage is in an easy to reach location, it can
typically be treated by pushing a guidewire through the portion of the vessel that is blocked with plaque, expanding a
small balloon to compress the plaque against the artery walls in order to open the artery, and then finally deploying a
stent, which is a small metal scaffold, to help keep the artery open. If a blockage is located within tortuous
vasculature, however, the physician must navigate the guidewire through a series of sharp turns, making the blockage
very difficult to reach. Even if such lesions are reached, delivering a balioon or stent to the treatment site through
tortuous anatomy can be difficult. In addition, complex lesions, such as chronic total occlusions, longer lesions, and
lesions Iocated within smaller diameter vessels, are often very difficult or time consuming to open with manual
interventional techniques.

Physicians are currently performing approximately 1.8 million interventional cardiology procedures world-
wide each year, and we estimate that approximately 15%, or 270,000, of these procedures are complex and therefore
require longer procedure times and may have sub-optimal outcomes. We believe that our system can substantially
benefit this subset of complex interventional cardiology procedures, including procedures involving:

¢ Complex partial occlusions, complex non-chronic total occlusions and chronic total occlusions. Treatment of
these complex lesions is generally more problematic due to the difficulty in steering and pushing a guidewire
through them. Because our system provides precise computerized control of the working tip of a guidewire, it
can enable physicians to more easily locate small openings in, and to advance a guidewire across, these
lesions. Also, our magnetically steerable microcatheter can help steer a variety of conventional wire products,
some of which are designed to cross complex lesions, but which otherwise lack the controlled steering needed
to avoid perforating the vessel wall. The ability to cross complex lesions such as chronic total occlusions has
grown increasingly important due to the effectiveness of drug eluting stents in treating these lesions. Since
approximately one-fifth of patients referred to bypass surgery have chronic total occlusions, we believe a
significant number of patients could be treated interventionally instead of surgically if more of these lesions
could be opened for stenting.

s ‘Tortuous Anatomy.

We estimate that between 10 and 15% of all interventional procedures require physicians to navigate a
disposable interventional device through a series of sharp turns in the patient’s vasculature. Navigating
through tortuous anatomy using manual interventional techniques can be very time consuming and physi-
cians often cannot reach the lesion or manipulate the balloon or stent across the lesion once it is reached.
Because our system allows the working tip of disposable interventional devices to be precisely oriented
regardless of the number of turns that have occurred, our technology allows physicians to more effectively
navigate these devices through complex vasculature and deliver balloons and stents to treatment sites for
therapy.

* Stent placement.

The likelihood of restenosis, or re-blockage of cleared arteries, is greatly increased in multi-vessel diseased
patients whose blockages are typically more diffusely distributed throughout longer lengths of the vessel. As
a result, these patients are often referred to invasive bypass surgery. We expect that drug-eluting stents, which
dramatically reduce the likelihood of restenosis, will enable patients with more complex lesions to be treated
interventionally rather than with bypass surgery. In order to treat this new group of patients, however,
physicians will need to place stents in more challenging or remote locations. By using externally applied
magnetic fields to precisely direct a stent through a patient’s vasculature, we believe that our system allows
these devices to be more easily navigated to these difficult to reach treatment sites.
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* Small Vessels. :
Based on our interpretation of various medical studies, we have determined that diabetic patients usually
comprise about 20 to 30% of U.S. hospital’s interventional procedure volume. These patients generally have
smaller vessels, which often contain longer lesions with more diffusely distributed blockages, as well as
tortuous anatomy, making guidewire navigation and stent delivery extremely difficult. We believe that these
patients can benefit significantly from the improved disposable interventional device navigation enabled by
our system. ,

Electrophysiology

The rhythmic beating of the heart results from the transmission of electrical impulses through the heart.
When these electrical impulses are mis-timed or uncoordinated, the heart fails to function properly, resulting in
complications that can range from fatigue to stroke or death. Over four million people in the U.S. currently suffer
from the resulting abnormal heart rhythms, which are known as arrhythmias.

Drug therapies for arrhythmias often fail to adequately control the arrhythmia and may have significant side
effects. Consequently, physicians have increasingly sought ‘more permanent, non-pharmacological, solutions for
arrhythmias. The most common interventional treatment for arrhythmias, and in particular tachyarrhythmias, where
the patient’s heart rate is too high or irregular, is an ablation procedure in which the diseased tissue giving rise to the
arrhythmia is isolated or destroyed. Prior to performing an electrophysiology ablation, a physician typically performs
a diagnostic procedure in which the electrical signal patterns of the heart wall are “mapped” to identify the heart
tissue generating the aberrant electrical signals. Following the mapping procedure, the physician may then use an
ablation catheter to disable the aberrant signal or signal path, restoring the heart to its normal rhythm In cases where
an ablation is anticipated, physicians will choose an ablanon catheter and perform both the mapping and ablation
with the same catheter.

Based on an analysis of industry data, we have determined that physicians are currently performing
approximately 800,000 electrophysiology procedures worldwide each year, including approximately 500,000 elec-
trophysiological mapping procedures, approximately 240,000 ablation procedures and approximately 60,000 other
procedures such as treatment of atrial fibrillation and congestive heart failure. We believe the Stereotaxis System is
particularly well-suited for those electrophysiology procedures which are time consuming or which can only be
performed by highly experienced physicians, which we estimate to be approximately 30% of all electrophysiology
procedures performed worldwide each year. We estimate that the number of these complex procedures is growing at
a rate of approximately 12% per year. These procedures include:

¢ Lengthy Ablations.
For the more routine but lengthy mapping and ablat1on procedures, our system offers the unique benefit of
automating the procedure and directing catheter movement from the control room, saving the physician time
and helping to avoid unnecessary exposure to high doses of radiation.

e Atrial Fibrillation.

A common cause of sustained abnormal heart rhythm, atrial fibrillation, is a particular type of arrhythmia
characterized by rapid, disorganized contractions of the heart’s upper chambers, the atria, which lead to
ineffective heart pumping and blood flow and can be a major risk factor for stroke. The majority of potential
patients cannot benefit from manual catheter-based: procedures for atrial fibrillation because they are
extremely complex and are performed by only the most highly skilled electrophysiologists. They also typically
have much longer procedure times than conventional ablation cases and success rates that are only in the
50% to 80% range. We believe that our system can allow these procedures to be performed by a broader
range of electrophysiologists and, by automating some iof the more complex ablation routines, can standard-
ize and reduce procedure times and significantly improve outcomes.
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¢ Bi-Ventricular Pacing.

- Congestive heart failure is a potentially fatal condition in which the heart muscle is damaged to the point that
it is unable to provide adequate blood flow rate through the body. A new therapy, dual chamber cardiac
resynchronization therapy, or bi-ventricular pacing, has shown promise in the treatment of a certain type of
congestive heart failure in which the left and right sides of the left ventricle do not contract at the same time.
The procedure used to carry out this therapy involves the placement of a pacemaker lead into the coronary
venous system of the heart. Interventional treatment of this patient population is growing rapidly but the
placement of the venous pacing lead with manual interventional technologies is highly challenging and time
consuming, and less than optimal lead placement can contribute to poor outcomes. The unpredictability of
procedure times also makes efficient cath lab scheduling very difficult in these cases. We estimate that
approximately 50,000 biventricular pacing leads are currently placed per year worldwide. Industry estimates
indicate, however, that if there were a more effective method of placing these pacing leads, more than 700,000
congestive heart failure patients per year in the U.S. would be eligible for the procedure.

We believe that our system can address the current challenges in electrophysiology by permitting the
physician to remotely navigate disposable interventional devices from a control room outside the x-ray field. Our
system also allows for more predictable and efficient navigation of these devices to the treatment site, including the
left atrium for atrial fibrillation procedures, and enables appropriate contact force to be maintained to effect ablations
on the wall of the beating heart. We also believe that our system will significantly lower the skill barriers required for
physicians to perform complex electrophysiology procedures and, additionally, improve cath lab efficiency and
reduce disposable interventional device utilization.

Interventional Neuroradiology, Neurosurgery and Other Interventional Applications

Physicians used a predecessor to our NIOBE system to conduct a number of procedures for the treatment of
brain aneurysms, a condition in which a portion of a blood vessel wall balloons and which can result in debilitating or
fatal hemorrhagic strokes. Traditional treatment for brain aneurysms involves highly invasive open brain surgery.
Interventional procedures have evolved for filling the aneurysm with platinum micro-coils delivered to the site in
order to reduce blood flow within the aneurysm. We believe that the Stereotaxis System has the potential to be
adapted for use in the interventional treatment of brain aneurysms, by enabling physicians to reach a broader range
of aneurysm targets, and by making procedure times for these cases more predictable.

The Stereotaxis System also has a range of potential applications in minimally invasive neurosurgery,
including biopsies and the treatment of tumors, treatment of vascular malformations and, when deliverables are
commercialized by third parties, delivery of pharmacological compounds and deep brain stimulators. We have
successfully conducted what we believe to be the first human surgical procedures ever conducted using computerized
control in our neurosurgery program by navigating complex pathways through brain tissue to multiple target sites.
The Stereotaxis System also has applicability in the respiratory, gastro-intestinal and genito-urinary systems, for
diagnosis and treatment of diseases affecting the lungs, prostate, kidneys, colon and small intestine. We do not
anticipate any significant revenue from these programs in the near term.

Collaborations

We have entered into collaborations with four technology leaders in the global cath lab market, Siemens,
Philips, J&J and Lake Region Manufacturing, that we believe will aid us in commercializing our Stereotaxis System.
We believe our two imaging partners, Siemens and Philips, have a combined installed base of more than 2,200
cardiology cath labs in the U.S.
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We believe that these collaboration arrangements are favorable to Stereotaxis because they:

s provide for the integration of our system with market leading digital imaging and 3D catheter location
sensing technology, as well as disposable interventional devices;

s allow us to leverage the sales, distribution, service and maintenance expertise of our strategic partners; and

* enable operational flexibility by not requiring us to provide any of our strategic partners with a right of first
refusal in the event that another party wants to acquire us or with board representation where a strategic
partner has made a debt or equity investment in us. |

Imaging Partners

Siemens Alliance. In June 2001, we entered into an alliance with Siemens, a global leader in cath lab
equipment sales, including x-ray fluoroscopy systems. Under this alliance, we successfully integrated our Stereotaxis
System with Siemens’ digital fluoroscopy system to provide advanced cath lab visualization and instrument control
through user-friendly computerized interfaces. We also coordinate our sales efforts with Siemens to co-place
integrated systems at leading hospital sites in the U.S. and Europe. Under this alliance and under a separate services
agreement, Siemens provides site planning, project management, equipment maintenance and support services for
our products directly to our customers. To date, all of our systems placed for clinical use have been integrated with
Siemens’ digital fluoroscopy systems.

In May 2003, we entered into an expanded alliance with Siemens, under which we are collaborating to
produce what we believe will be market leading technology to provide physicians with real-time 3D visualization of a
patient’s anatomy during a procedure by integrating pre-operative MRI and CT data with x-ray fluoroscopic data. We
also agreed to integrate our instrument control technology with Siemens’ imaging technology in order to develop new
solutions in cardiology and, potentially, in interventional radiology. Where Siemens’ proprietary technology is
incorporated into products being co-developed under this expanded alliance, there are restrictions on our ability to
use that technology to sell Stereotaxis Systems integrated with other third party x-ray imaging systems. These
restrictions expire no later than December 31, 2005. We have also entered into a separate development agreement for
the Japanese market under which Siemens will coordinate regulatory approval and distribute, install and service our
Stereotaxis Systems, whether integrated with the x-ray system of Siemens, or other third parties, in Japan. We have
also entered into a software distribution agreement with Siemens under which we have the right to sublicense
Siemens’ 3D pre-operative image navigation software as part of our NAVIGANT advanced user interface.

Concurrently with entering into the expanded alliance, Siemens invested $10 million in our Series E
preferred stock in 2003. Siemens also held a $2 million note convertlble into Stereotaxis common stock, which was
issued by us in connection with the purchase of certain of Siemens’ intellectual property in August 2003. Both the
Series E preferred stock and this note were converted into our common stock in connection with our IPO in August
2004. See “Certain Relationships and Related Party Transactions”.

Philips Alliance. In October 2003, we entered into an alliance with Philips, another recognized global leader
in cath lab sales, pursuant to which we agreed to integrate our Stereotaxis System with Philips’ digital x-ray
fluoroscopy system to achieve seamless integration of our instrument control technology and Philips’ digital x-ray
imaging on a user friendly basis. We also agreed with Philips to identify areas of concentration for bringing new
solutions to integration of information sources and instrument control in the cath lab in cardiology and neurology.
Under this alliance, we will coordinate our sales efforts with Philips in order to co-place our integrated systems.
Philips also agreed to pay our engineering and other costs of the integration and related research and development
work, and agreed to purchase a maximum of three promotional integrated Stereotaxis Systems from us for
installation at agreed upon “centers of excellence.” Additionally, Philips has agreed to pay various co-placement fees
to Stereotaxis for each of the first 70 systems integrated with Philips that are shipped commercially. The total amount
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that we are entitled to receive from Philips under this agreement for research and development costs, co-placement
fees and the purchase of our promotional integrated Stereotaxis Systems is capped at $7.5 million.

Disposables Partners

J&J Alliance. We entered into an alliance with J&J in May 2002 pursuant to which we agreed to integrate
J&J’s advanced Biosense 3D catheter location sensing technology, which we believe has the leading market position
in this important field of visualization for electrophysiology procedures, with our instrument control system, and to
jointly develop associated location sensing electrophysiology mapping and ablation catheters that are navigable with
the Stereotaxis System. We believe that these integrated products will provide physicians with the elements required
for effective complex electrophysiology procedures: highly accurate information as to the exact location of the
catheter in the body and highly precise control over the working tip of the catheter. We also agreed to coordinate our
sales force efforts with J&J in order to place J&J Biosense CARTO Systems and our Stereotaxis Systems that,
together with the co-developed catheters, will comprise the full integration of our instrument control and 3D location
sensing technologies in the cath lab. We expanded this alliance in November 2003 to include the parallel integration
of our instrument control technology with J&J’s full line of non-location sensing mapping and ablation catheters that
are relevant to our targeted applications in electrophysiology.

The co-developed catheters will be manufactured and distributed by J&J, and each of the parties agreed to
contribute to the resources required for their development. We are entitled to royalty payments from J&J, payable
quarterly based on a profit formula for sales of the co-developed catheters, and our revenue share increases under
certain circumstances. Under this alliance, we agreed to certain restrictions on our ability to co-develop and distribute
catheters competitive with those we are developing with J&J and granted J&J certain notice and discussion rights for
product development activities we undertake relating to localization and magnetically enabling interventional
disposable devices in cardiology fields outside of electrophysiology and mapping. In connection with our expanded
alliance, J&J also invested $9.5 million in our Series E-1 preferred stock in 2003. This preferred stock was converted
into our common stock in connection with our TPO in August 2004.

Either party may terminate this alliance in certain specified “‘change of control” situations, although the
termination would not be effective until one year after the change of control and then would be subject to a wind-
down period during which J&J would continue to supply co-developed catheters to us or to our customers for three
years (or, for non-location sensing mapping and ablation catheters, untii our first sale of a competitive product after a
change of control, if earlier than three years). If we terminate the agreement under this provision, we must pay a
termination fee to J&J equal to 5% of the total equity value of Stereotaxis in the change of control transaction, up to a
maximum of $10 million. We also agreed to notify J&J if we reasonably consider that we are engaged in substantive
discussions in respect of the sale of the company or substantially all of our assets. See “Certain Relationships and
Related Party Transactions”.

Lake Region. We entered into an agreement with Lake Region Manufacturing, Inc., one of the world’s
leading manufacturers of guidewires for the development and production of magnetically enabled guidewires in
January 2005. The agreement provides Stereotaxis with the wherewithal to increase both the availability and the
technological sophistication of its guidewires to better meet customer needs.

Research and Development

Our research and development team consists of 49 people focused on system and disposable interventional
device development. We have assembled an experienced group of engineers and physicists with recognized expertise
in magnetics, software, control algorithms, systems integration and disposable interventional device modeling and
design.
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Our research and development efforts are focused in three major areas:
e continuing to enhance our existing system through ongoing product and software development;
» designing new proprietary disposable interventional devices for use with our system; and

» developing next generation versions of our system.

Our research and development team collaborates with our strategic partners, Siemens, Philips, and J&J, to
integrate our Stereotaxis System’s open architecture platform with key imaging, location sensing and information
systems in the cath lab. We have also collaborated with a number of highly regarded interventional physicians in key
clinical areas and have entered into agreements with a number of universities and research institutions, which serve to
increase our access to world class physicians and scientists and to expand our name recognition in the medical
community. ‘

We have historically spent a significant portion of our capital resources on research and development,
incurring $18.4 million in 2004, $13.9 million in 2003 and $14.7 million in 2002 in research and development expenses.

Customer Service and Support

Stereotaxis has contracted with Siemens to provide worldwide maintenance and support services to our
customers for our integrated products. This allows us to leverage Siemens’ extensive maintenance and support
infrastructure for direct, on-site technical support activities, including its call center, customer support engineers and
service parts logistics and delivery. It also provides a single point of contact for the customer and allows us to focus on
providing installation, training, and back-up technical support. We have followed the same strategy with Philips and
intend to do the same with other potential collaboration partners in the future.

Our back-up technical support includes a combination of on-line, telephone and on-site technical assistance
services 24 hours a day, seven days a week. We have also hired service and support engineers with networking and
medical equipment expertise, and have outsourced a portion of our support services. We offer several different levels
of support to our customers, including basic hardware and software maintenance, extended product maintenance,
and rapid response capability for both parts and service.

Manufacturing

NIOBE Systems

Our manufacturing strategy for our NIOBE system is to sub-contract the manufacture of major components
and to complete the final assembly and testing of those components in-house in order to control quality. This permits
us to focus on our core competencies in magnet design, magnetic physics, magnetic instrument control and
navigational algorithms. Approximately 8,000 square feet of our St. Louis, Missouri facility is dedicated to systems
assembly, testing and inspection.

Disposable Interventional Devices

Our manufacturing strategy for disposable interventional devices is to outsource their manufacture through
subcontracting and through our alliance with J&J and to expand partnerships for other interventional devices. We
currently maintain pilot level manufacturing capability along with strong relationships with component level suppli-
ers. We also manufacture prototype disposables to facilitate product development. We have approximately 5,000
square feet allocated to disposables manufacturing, assembly, testing and inspection with approximately 1,300 square
feet of clean rooms in Maple Grove, Minnesota. We have also entered into a manufacturing agreement with Lake
Region Manufacturing to provide high volume capability for:guidewires.
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Software

The software components of the Stereotaxis System, including control and application software, are devel-
oped both internally and with integrated modules we purchase or license. We perform final testing of software
products in-house prior to their commercial release.

General

Our manufacturing facilities operate under processes that meet the FDA’s requirements under the Quality
System Regulation, or QSR. In 2003, the FDA audited our Maple Grove, Minnesota facility for regulatory
compliance, and no deficiencies were noted. A European regulatory agency audited each facility in 2001, found them
to be in compliance with the requirements of ISO 9001, and issued a formal certification from the ISO Registrar in
January of 2002. If we fail to remain in compliance with the FDA or ISO 9001 standards, we may be required to cease
all or part of our operations for some period of time until we can demonstrate that appropriate steps have been taken
to comply with such standards. We cannot be certain that our facilities witl comply with the FDA or ISO 9001
standards in future audits by regulatory authorities.

Our products require a number of complex operations, including multiple fabrication and assembly
processes. We purchase both custom and off-the-shelf components from a number of certified suppliers and subject
them to stringent quality processes. We apply periodic quality reviews of our suppliers and have established a supplier
selection approval process. Some of the components necessary for the assembly of our products are supplied by a
single supplier. Establishing additional or replacement suppliers for certain of those components cannot be done
quickly. The disruption of the supply of components could cause a significant increase in the costs of these
components, which could affect our profitability. We purchase components through both short and long-term supply
arrangements and generally do not maintain large volumes of inventory. We currently have a long-term supply
agreement for the supply of the permanent magnet assemblies used in our Stereotaxis System. We believe we have
the ability to double our manufacturing capacity within six months to accommodate a significant increase in sales
volume of our Stereotaxis System.

Lead times for materials and components ordered by us and our contract manufacturers vary and depend on
factors such as the specific supplier, contract terms and demand for a component at a given time. We and our contract
manufacturers acquire materials, complete standard subassemblies and assemble fully configured systems based on
sales forecasts. If orders do not match forecasts, we and our contract manufacturers may have excess or inadequate
inventory of materials and components. See “‘Factors That May Affect Future Results” for a discussion of various
risks associated with our manufacturing strategy.

Sales and Marketing

We market our products in the U.S. and Europe through a direct sales force of senior sales specialists,
supported by account managers that provide training, clinical support, and other services to our customers. In
addition, our strategic alliances form an important part of our sales and marketing strategy. We leverage the sales
forces of Siemens and Philips to co-market integrated systems on a worldwide basis. This approach allows us to
coordinate our marketing efforts with our strategic partners while still dealing directly with the customer. J&J will
exclusively distribute our electrophysiology mapping and ablation catheters, co-developed pursuant to our alliance
with them. We intend to increase our sales personnel and the number of account managers significantly over the next
24 months and to enter into distribution and sales representative arrangements to market our products in the rest of
the world.
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Our sales and marketing process has two important steps: (1) selling systems directly and through co-
marketing agreements with our imaging partners, Siemens and Philips and through distributors; and (2) leveraging
our installed base of systems to drive recurring sales of disposable interventional devices, software and service.

Step One: System sales. Our system sales strategy involves both direct selling, through our own sales force,
and co-marketing with our strategic imaging partners, by leveraging these relationships to identify new or replace-
ment cath labs being installed and then co-marketing integrated systems to the customer. Siemens and Philips have a
major share of the cath lab installation market and therefore compete for a substantial number of potential cath lab
installations on a worldwide basis, which gives us access to a large number of potential customers. These customers
fall into three broad categories:

¢ leading research institutions with physician thought leaders who are interested in performing complex new
procedures enabled by our system;

¢ high-volume commercial institutions interested in the efficiency benefits of our system; and

* medium volume regional centers that are competing intensely for patients, attempting to minimize referrals
of complex cases to other centers and focusing on gaining market share in their regional markets.

Once we have identified potential customers, we approach capital equipment sales in five stages that bring
significant predictability to our sales process. This allows us tojmeasure the progress of each account in discrete steps
through our sales funnel, and tailor our sales activity at each s‘tage. The five-stage process includes the following, and
has taken an average of 18 months for our 30 systems delivered to date:

¢ Build initial customer interest: presentation of our value proposition;
¢ Gain commitment: formal proposal with cost justification rationale;
e Secure capital budget allocation: customer begins formal budget approval process for system acquisition,

e Receive institutional approval: customer completes budget approval process and executes purchase order;
and

e System installation: installation begins as part of overall cath lab construction or refurbishment.

As of December 31, 2004, we had received purchase orders and other commitments for approximately $20
million of our Stereotaxis Systems. There can be no assurance that we will recognize revenue in any particular period
or at all because some of our purchase orders and other commitments are subject to contingencies that are outside of
our control. In addition, these orders and commitments may b‘e revised, modified or canceled, either by their express
terms, as a result of negotiations or by project changes or delays. All of our systems placed to date have been
integrated with Siemens’ digital x-ray fluoroscopy systems. We have several purchase orders with a commitment for
installation with Philips and we anticipate installing systems integrated with Philips’ digital x-ray fluoroscopy system
beginning in early 2005.

Step Two: Recurring sales of disposable intervention‘al devices, software and service. Each of our systems
utilizes proprietary disposable interventional devices, both our own and those we are co-developing with strategic
partners, as well as software tailored to specific clinical applications. We provide training and clinical support to users
of our systems in order to increase their familiarity with system features and benefits, and thereby increase usage.
More frequent usage should result in increased consumption of disposable interventional devices and software. While
a basic one-year warranty is included with each system, we believe service contracts providing for enhanced levels of
support and service beyond the basic warranty will become an important additional source of revenue.

Our relationships with physician thought leaders in the fields of interventional cardiology and electrophysiol-
ogy are an important component of our selling efforts. These relationships are typically built around research
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collaborations, and they enable us to better understand and articulate the most useful features and benefits of our
system, and to develop new solutions to long-standing challenges in interventional medicine, We will continue to seek
support and collaboration from highly regarded physicians in order to perform important research and accelerate
market awareness and adoption of our systems.

Reimbursement

We believe that substantially all of the procedures, whether commercial or in clinical trials, conducted in the
U.S. with the Stereotaxis System have been reimbursed to date and that substantially all commercial procedures in
Europe have been reimbursed. We expect that third-party payors will reimburse, under existing billing codes, our line
of guidewires, as well as our line of ablation catheters and those on which we are collaborating with J&J. We expect
healthcare facilities in the U.S. to bill various third-party payors, such as Medicare, Medicaid, other government
programs and private insurers, for services performed with our products. We believe that procedures performed using
our products, or targeted for use by products that do not yet have regulatory clearance or approval, are generally
already reimbursable under government programs and most private plans. Accordingly, we believe providers in the
U.S. will generally not be required to obtain new billing authorizations or codes in order to be compensated for
performing medically necessary procedures using our products on insured patients. We cannot assure you that
reimbursement policies of third-party payors will not change in the future with respect to some or all of the
procedures using the Stereotaxis System. See “Factors That May Affect Future Results” for a discussion of various
risks associated with reimbursement from third-party payors.

Intellectual Property

Our strategy is to patent the technology, inventions and improvements that we consider important to the
development of our business. As a result, we believe that we have an extensive patent portfolio that protects the
fundamental scope of our technology, including our magnet technology, navigational methods, procedures, systems,
disposables interventional devices and our 3D integration technology. As of December 31, 2004, we had 42 issued
U.S. patents, eight exclusively licensed U.S. patents, one exclusively licensed non-U.S. patent and three non-
exclusively licensed U.S. patents. In addition, we had 69 pending U.S. patent applications, 17 pending non-U.S. patent
applications, and six Patent Cooperation Treaty applications. We also have a number of invention disclosures under
consideration and several applications that are being prepared for filing. Accordingly, we anticipate that the number
of pending U.S. patent applications will increase.

Our patent portfolio covering magnet systems, including our NIOBE cardiology magnet system, is comprised
of eight issued patents and 11 pending applications. We have 16 issued patents and 19 pending applications covering
methods of magnetically controlling magnetic medical devices, including the fundamental method of magnetically
orienting and mechanically advancing devices in the body. In addition, we have 10 issued patents and 18 pending
applications covering disposable interventional devices, including electrophysiology catheters, guidewires, ather-
ectomy devices, neuro and other devices and our CARDIODRIVE automated catheter advancer. Finally, we have 19
pending patent applications for our disposable interventional devices, interfaces and navigation techniques that cover
non-magnetic medical navigation.

The patent positions of medical device companies, including ours, can be highly uncertain and involve
complex and evolving legal and factual questions. One or more of the above patent applications may be denied. In
addition, our issued patents may be challenged, based on prior art circumvented or otherwise not provide protection
for the products we develop. Furthermore, we may not be able to obtain patent licenses from third parties required
for the development of new products for use with our system. We also note that U.S. patents and patent applications
may be subject to interference proceedings and U.S. patents may be subject to reexamination proceedings in the U.S.
Patent and Trademark Office (and foreign patents may be subject to opposition or comparable proceedings in the
corresponding foreign patent office), which proceedings could result in either loss of the patent or denial of the patent
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application or loss or reduction in the scope of one or more of the claims of the patent or patent application. In

addition, such interference, reexamination and opposition pro‘ceedings may be costly. In the event that we seek to

enforce any of our owned or exclusively licensed patents aéainst an infringing party, it is likely that the party
defending the claim will seek to invalidate the patents we assert, which, if successful could result in the entire loss of
our patent or the relevant portion of our patent and not just with respect to that particular infringer. Any litigation to
enforce or defend our patents rights, even if we were to prevail,‘ could be costly and time-consuming and would divert

the attention of our management and key personnel from our business operations.

It would be technically difficult and costly to reverse engineer our Stereotaxis System, which contains
numerous complex algorithms that control our disposable devices inside the magnetic fields generated by the
Stereotaxis System. We further believe that our patent portfoli(o is broad enough in scope to enable us to obtain legal
relief if any entity not licensed by us attempted to market disposable devices that can be navigated by the NIOBE
system. We have developed plastic software keys, or smart chips, that allow our system to recognize specific
disposable interventional devices in order to prevent unauthorized use of our system. We anticipate that these smart
chips will be an important part of our disposable intervention}al device strategy going forward.

We have also developed substantial know-how in magnet design, magnetic physics and magnetic instrument
control that was developed in connection with the developmenf of the Stereotaxis System, which we maintain as trade
secrets. This centers around our proprietary magnet designj, which is a critical aspect of our ability to design,
manufacture and install a cost-effective cardiology magnet system that is small enough to be installed in a standard
cath lab.

We seek to protect our proprietary information by requiring our employees, consultants, contractors, outside
partners and other advisers to execute nondisclosure and assignment of invention agreements upon commencement
of their employment or engagement, through which we seek to protect our intellectual property. These agreements to
protect our unpatented technology provide only limited and possibly inadequate protection of our rights. Third
parties may therefore be able to use our unpatented techn{ology, reducing our ability to compete. In addition,
employees, consultants and other parties to these agreements may breach them and adequate remedies may not be
available to us for their breaches. Many of our employees were previously employed at universities or other medical
device companies, including our competitors or potential comlinetitors. We could in the future be subject to claims that
these employees or we have used or disclosed trade secrets or other proprietary information of their former
employers. Litigation may be necessary to defend against these claims. If we fail in defending such claims, in addition
to paying monetary damages, we may lose valuable intellectual property rights or personnel. Even if we are successful
in defending against these claims, litigation could result in substantial costs and divert the attention of management
and key personnel from our business operations. We also genérally seek confidentiality agreements from third parties

that receive our confidential data or materials.

Our commercial success will depend in part on obtaining and maintaining patent protection and trade secret
protection of our technologies and products as well as successfully defending these patents against third-party
challenges. Some of our technology was co-developed with tpird parties and these third parties may claim rights in
our intellectual property. We may also be liable for patent infringement by third parties whose products we use or
combine with ours and for which we have no right to indemqriﬁcation. In addition, many countries, including certain
European countries, have compulsory licensing laws under thich a patent owner may be compelled to grant licenses
to third parties in some circumstances (for example, the patent owner has failed to “work” the invention in that
country, or the third party has patented improvements). Many countries also limit the enforceability of patents
against government agencies or government contractors. hil these countries, the patent owner may have limited
remedies, which could materially diminish the value of the patent. We will only be able to protect our technologies
from unauthorized use by third parties to the extent that valid and enforceable patents or trade secrets cover them.
We expect to face expensive and time-consuming infringen‘nent actions, validity challenges and other intellectual

property claims and proceedings, which are frequent in the medical device industry, and which divert management’s
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attention from our business. There are other risks associated with our patent portfolio and other intellectual property.
Please refer to “Factors That May Affect Future Results” for a more complete description of these risks.

University of Virginia. We have exclusively licensed six patents related to the field of magnetically guiding an
element through the body and viewing it for medical use from the University of Virginia Patent Foundation. The
UVA patents address earlier versions of our system which we do not believe are essential to the protection of our
current business activities, although one of these patents could be construed to cover some of our current activities.
To date, we have expensed a five percent royalty on sales of products that might arguably be covered by this patent
and our business model assumes continued payment of this royalty to UVA. However, we have become aware of
prior art that caused us to question the validity of this patent, and as a result, we have initiated re-examination of the
patent in the U.S. Patent and Trademark Office. If this reexamination finds the patent partially or completely invalid,
our royalty obligations under the license agreement could be reduced or eliminated. We believe that our other
patents would be sufficient to protect our technology in that event.

Competition

The markets for medical devices are intensely competitive and are characterized by rapid technological
advances, frequent new product introductions, evolving industry standards and price erosion.

We consider our primary competition to be existing manual catheter-based interventional techniques and
surgical procedures. To our knowledge, we are the only company that has commercialized remote, digital and direct
control of the working tip of catheters and guidewires for interventional use. Our success depends in part on
convincing hospitals and physicians to convert existing interventional procedures to computer-assisted procedures.

We expect to face competition from companies that are developing new approaches and products for use in
interventional procedures, including robotic approaches that may be directly competitive with our technology. Many
of these companies have an established presence in the field of interventional cardiology, including the major
imaging, capital equipment and disposables companies that are currently selling products in the cath lab. We also face
competition from companies who currently market or are developing drugs or gene therapies to treat the conditions
for which our products are intended.

We believe that the primary competitive factors in the market we address are capability, safety, efficacy, ease
of use, price, quality, reliability and effective sales, support, training and service. The length of time required for
products to be developed and to receive regulatory and reimbursement approval is also an important competitive
factor. We believe Stereotaxis has an important “first mover’” advantage in establishing clinical standards in these
areas. See “‘Factors That May Affect Future Results” for a discussion of other competitive risks facing our business.

Government Regulation

The healthcare industry, and thus our business, is subject to extensive federal, state, local and foreign
regulation. Some of the pertinent laws have not been definitively interpreted by the regulatory authorities or the
courts, and their provisions are open to a variety of interpretations. In addition, these laws and their interpretations
are subject to change.

Both federal and state governmental agencies continue to subject the healthcare industry to intense
regulatory scrutiny, including heightened civil and criminal enforcement efforts. As indicated by work plans and
reports issued by these agencies, the federal government will continue to scrutinize, among other things, the billing
practices of healthcare providers and the marketing of healthcare products. The federal government also has
increased funding in recent years to fight healthcare fraud, and various agencies, such as the U.S. Department of
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Justice, the Office of Inspector General of the Departmen‘t of Health and Human Services, or OIG, and state
Medicaid fraud control units, are coordinating their enforcement efforts.

We believe that we have structured our business operations and relationships with our customers to comply
with all applicable legal requirements. However, it is possible|that governmental entities or other third parties could
interpret these laws differently and assert otherwise. We discuss below the statutes and regulations that are most

relevant to our business and most frequently cited in enforcement actions.

U.S. Food and Drug Administration, or FDA, Regulation

The Food and Drug Administration strictly regulates the medical devices we produce under the authority of
the Federal Food, Drug and Cosmetic Act, or FFDCA, the r‘egulations promulgated under the FFDCA, and other
federal and state statutes and regulations. The FFDCA governs, among other things, the pre-clinical and clinical
testing, design, manufacture, safety, efficacy, labeling, storage,\record keeping, post market reporting and advertising

and promotion of medical devices.

Our medical devices are categorized under the statutory framework described in the FFDCA. This frame-
work is a risk-based system which classifies medical devices intp three classes from lowest risk (Class I) to highest risk
(Class III). In general, Class I and II devices are either exempt from the need for FDA clearance or cleared for
marketing through a premarket notification, or 510(k), process. Our devices that are considered to be general tools,
such as our NIOBE cardiology magnet system and our suite of guidewires, or that provide diagnostic information,
such as our TANGENT electrophysiology mapping catheters,\are subject to 510(k) requirements. These devices are
cleared for use as general tools which have utility in a variety of interventional procedures. Our therapeutic devices,

such as our HELIOS ablation catheters, are subject to the premarket application, or PMA, process.

If clinical data is needed to support a marketing application for our devices, generally, an investigational
device exemption, or IDE, is assembled and submitted to the‘ FDA. The FDA reviews and must approve the IDE
before the study can begin. In addition, the study must be approved by an Institutional Review Board covering each
clinical site. When all approvals are obtained, we initiate a clinical study to evaluate the device. Following completion
of the study, we collect, analyze, and present the data in an a;‘npropriate submission to the FDA, either a 510(k) or

PMA.

Under the 510(k) process, the FDA determines whether or not the device is “‘substantially equivalent” to a
predicate device. In making this determination, the FDA compares both the new device and the predicate device. If
-the two devices are comparable in intended use, safety, and effectlveness the device may be cleared for marketing.

Under the PMA process, the FDA examines detailed data relating to the safety and effectiveness of the
device. This information includes design, development, manufacture, labeling, advertising, pre-clinical testing, and
clinical study data. Prior to approving the PMA, the FDA éenerally will conduct an inspection of the facilities
producing the device and one or more clinical sites where the s“tudy was conducted. The facility inspection evaluates
the company’s readiness to commercially produce and distribute the device. The inspection includes an evaluation of
compliance under the Quality System Regulation (QSR). Under certain circumstances, the FDA may convene an
advisory panel meeting to seek review of the data presented in the PMA. If the FDA’s evaluation is favorable, the
PMA is approved, and we can market the device in the U.S. The FDA may approve the PM A with conditions, such as

post-market surveillance requirements.

We evaluate changes made following 510(k) clearance or PMA approval for significance and if appropriate,
make a subsequent submission to the FDA. In the case of a significant change being made to a 510(k) device, we
submit a new 510(k). For a PMA device, we will either need a‘pproval through a PMA supplement or will need to
notify the FDA.
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For our 510(k) devices, we design the submission to cover multiple models or variations in order to minimize
the number of submissions. For our PMA devices, we rely upon the PMA approvals of our strategic partners to utilize
the PMA supplement regulatory path rather than pursue an original PMA. Because of the differences in the amount
of data and numbers of patients in clinical trials, a PMA supplement process is often much shorter than the amount of
time and data required for approval of an original PMA.

Currently our NIOBE cardiology magnet system, NAVIGANT advanced user interface, CARDIODRIVE
automated catheter advancer, family of CRONUS coronary guidewires, and TANGENT electrophysiology mapping
catheter have been cleared by the FDA to be used in interventional procedures. In addition, we have received the CE
Mark for our HELIOS electrophysiology ablation catheter and, in the U.S., we have completed clinical trials in 2004
and expect to subsequently file a PMA.

We are subject to risks associated with U.S. government regulation. See “‘Factors That May Affect Future
Results” for a discussion of the specific regulatory risks associated with our business.

Foreign Regulation

In order for us to market our products in other countries, we must obtain regulatory approvals and comply
with extensive safety and quality regulations in other countries. These regulations, including the requirements for
approvals or clearance and the time required for regulatory review, vary from country to country. Failure to obtain
regulatory approval in any foreign country in which we plan to market our products may harm our ability to generate
revenue and harm our business.

The primary regulatory environment in Europe is that of the European Union, which consists of 25 countries -
encompassing most of the major countries in Europe. The European Union requires that manufacturers of medical
products obtain the right to affix the CE Mark to their products before selling them in member countries of the
European Union. The CE Mark is an international symbol of adherence to quality assurance standards and
compliance with applicable European medical device directives. In order to obtain the right to affix the CE Mark to
products, a manufacturer must obtain certification that its processes meet certain European quality standards.
Compliance with the Medical Device Directive, as certified by a recognized European Notified Body, permits the
manufacturer to affix the CE Mark on its products and commercially distribute those products throughout the
European Union.

We have received the right to affix the CE Mark to each of our products that has received 510(k) clearance in
the U.S. and also for our HELIOS ablation catheter. We are pursuing the right to affix the CE mark to certain
guidewires that have received 510(k) clearance in the U.S. If we modify existing products or develop new products in
the future, including new devices, we will need to apply for permission to affix the CE Mark to such products. We will
be subject to regulatory audits, currently conducted biannually, in order to maintain any CE Mark permissions we
have already obtained. We cannot be certain that we will be able to obtain permission to affix the CE Mark for new or
modified products or that we will continue to meet the quality and safety standards required to maintain the
permissions we have already received. If we are unable to maintain permission to affix the CE Mark to our products,
we will no longer be able to sell our products in member countries of the European Union.

In addition, through Siemens, we intend to submit an application for regulatory approval to commence a
clinical study in 2005 with the Japanese Ministry of Health, Labor and Welfare for commercial use of the Stereotaxis
System in Japan. Siemens has agreed to coordinate the regulatory approval process and act as distributor for our
NIOBE cardiology magnet system and NAVIGANT advanced user interface in Japan, and we have begun to
formulate our clinical plans for regulatory approval. We are currently formulating our clinical and regulatory plans
for China and anticipate using Siemens to coordinate regulatory approval and distribute our products in China. We
will evaluate regulatory approval in other foreign countries on an opportunistic basis.
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Anti-Kickback Statute

The federal healthcare program Anti-Kickback Statute prohibits persons from knowingly and willfully
soliciting, offering, receiving or providing remuneration, dire‘ctly or indirectly, in exchange for or to induce either the
referral of an individual, or furnishing or arranging for a gO(})d or service, for which payment may be made under a
federal healthcare program such as the Medicare and Medicaid programs. The definition of “remuneration’ has been
broadly interpreted to include anything of value, including for example gifts, discounts, the furnishing of supplies or
equipment, credit arrangements, payments of cash and waivers of payments. Several courts have interpreted the
statute’s intent requirement to mean that if any one purpose|of an arrangement involving remuneration is to induce
referrals of federal healthcare covered business, the statute has been violated. Penalties for violations include
criminal penalties and civil sanctions such as fines, imprisonment and possible exclusion from Medicare, Medicaid
and other federal healthcare programs. In addition, some kickback allegations have been claimed to violate the

Federal False Claims Act, discussed in more detail below.

The Anti-Kickback Statute is broad and prohibits many arrangements and practices that are lawful in
businesses outside of the healthcare industry. Recognizin‘g that the Anti-Kickback Statute is broad and may
technically prohibit many innocuous or beneficial arrangements, Congress authorized the OIG to issue a series of
regulations, known as the “safe harbors” which it did, beginning in July of 1991. These safe harbors set forth
provisions that, if all their applicable requirements are met, will assure healthcare providers and other parties that
they will not be prosecuted under the Anti-Kickback Statl‘lte. The failure of a transaction or arrangement to fit
precisely within one or more safe harbors does not necessarily mean that it is illegal or that prosecution will be
pursued. However, conduct and business arrangements that do not fully satisfy each applicable safe harbor may result

in increased scrutiny by government enforcement authorities such as the OIG.

Many states have adopted laws similar to the Anti-Kiickback Statute. Some of these state prohibitions apply
to referral of patients for healthcare items or services reimbursed by any source, not only the Medicare and Medicaid
programs.

Government officials have focused their enforcement efforts on marketing of healthcare services and
products, among other activities, and recently have brought cases against sales personnel who allegedly offered
unlawful inducements to potential or existing customers in an attempt to procure their business. As part of our
compliance program, we review our sales contracts and marketing materials to help assure compliance with the Anti-
Kickback Statute and similar state laws. However, we cannot rule out the possibility that the government or other
third parties could interpret these laws differently and assert otherwise.

HIPAA

The Health Insurance Portability and Accountability Act of 1996, or HIPAA, created two new federal
crimes: healthcare fraud and false statements relating to healthcare matters. The healthcare fraud statute prohibits
knowingly and willfully executing a scheme to defraud any healthcare benefit program, including private payors. A
violation of this statute is a felony and may result in fines, imprisonment or exclusion from government sponsored
programs. The false statements statute prohibits knowingly and willfully falsifying, concealing or covering up a
material fact or making any materially false, fictitious or fraudulent statement in connection with the delivery of or
payment for healthcare benefits, items or services. A violation of this statute is a felony and may result in fines or

imprisonment.

In addition to creating the two new federal healthcare crimes, HIPAA also establishes uniform standards
governing the conduct of certain electronic healthcare transactions and protecting the security and privacy of
individually identifiable health information maintained or |transmitted by healthcare providers, health plans and
healthcare clearinghouses. Two standards have been promulgated under HIPAA: the Standards for Privacy of
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Individually Identifiable Health Information, which restrict the use and disclosure of certain individually identifiable
health information, and the Standards for Electronic Transactions, which establish standards for common healthcare
transactions, such as claims information, plan eligibility, payment information and the use of electronic signatures. In
addition, the Security Standards will require covered entities to implement certain security measures to safeguard
certain electronic health information by April 21, 2005. Although we believe we are not a covered entity and
therefore do not need to comply with these standards, our customers generally are covered entities and frequently ask
us to comply with certain aspects of these standards. While the government intended this legislation to reduce
administrative expenses and burdens for the healthcare industry, our compliance with certain provisions of these
standards may entail significant and costly changes for us. If we fail to comply with these standards, it is possible that
we could be subject to criminal penalties.

In addition to federal regulations issued under HIPAA, some states have enacted privacy and security
statutes or regulations that, in some cases, are more stringent than those issued under HIPAA. In those cases, it may
be necessary to modify our operations and procedures to comply with the more stringent state laws, which may entail
significant and costly changes for us. We believe that we are in compliance with such state laws and regulations.
However, if we fail to comply with applicable state laws and regulations, we could be subject to additional sanctions.

Federal False Claims Act

Another trend affecting the healthcare industry is the increased use of the federal False Claims Act and, in
particular, actions under the False Claims Act’s “whistleblower” or “qui tam” provisions. Those provisions allow a
private individual to bring actions on behalf of the government alleging that the defendant has defrauded the federal
government. The government must decide whether to intervene in the lawsuit and to become the primary prosecutor.
If it declines to do so, the individual may choose to pursue the case alone, although the government must be kept
apprised of the progress of the lawsuit. Whether or not the federal government intervenes in the case, it will receive
the majority of any recovery. If the individual’s litigation is successful, the individual is entitled to no less than 15%,
but no more than 30%, of whatever amount the government recovers. In recent years, the number of suits brought
against healthcare providers by private individuals has increased dramatically. In addition, various states have
enacted laws modeled after the federal False Claims Act.

When an entity is determined to have violated the federal False Claims Act, it may be required to pay up to
three times the actual damages sustained by the government, plus civil penalties of between $5,500 to $11,000 for each
separate false claim. There are many potential bases for liability under the federal False Claims Act. Liability arises,
primarily, when an entity knowingly submits, or causes another to submit, a false claim for reimbursement to the
federal government. Although simple negligence should not give rise to liability, submitting a claim with reckless
disregard or deliberate ignorance of its truth or falsity could result in substantial civil liability. The False Claims Act
has been used to assert liability on the basis of inadequate care, improper referrals, and improper use of Medicare
numbers when detailing the provider of services, in addition to the more predictable allegations as to misrepresenta-
tions with respect to the services rendered. We are unable 1o predict whether we could be subject to actions under the
False Claims Act, or the impact of such actions. However, the costs of defending claims under the False Claims Act, as
.well as sanctions imposed under the Act, could significantly affect our financial performance.

Certificate of Need Laws

In approximately two-thirds of the states, a certificate of need or similar regulatory approval is required prior
to the acquisition of high-cost capital items or various types of advanced medical equipment, such as our Stereotaxis
System. At present, many of the states in which we sell Stereotaxis Systems have laws that require institutions located
in those states to obtain a certificate of need in connection with the purchase of our system, and some of our purchase
orders are conditioned upon our customer’s receipt of necessary certificate of need approval. Certificate of need laws
were enacted to contain rising health care costs, prevent the unnecessary duplication of health resources, and increase
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patient access for health services. In practice, certificate of need laws have prevented hospitals and other providers
who have been unable to obtain a certificate of need from acquiring new equipment or offering new services. A
further increase in the number of states regulating our business tl{irough certificate of need or similar programs could
adversely affect us. Moreover, some states may have additionfil requirements. For example, we understand that
California’s certificate of need law aiso incorporates seismic safety requirements which must be met before a hospital

can acquire our Stereotaxis System.
Employees

As of December 31, 2004, we had 140 employees, 49 of whom were engaged directly in research and
development, 30 in manufacturing and service, 12 in regulatory,J clinical affairs and quality activities, 35 in sales and
marketing activities and 14 in general administrative and accounting activities. None of our employees is covered by a

collective bargaining agreement, and we consider our relationship with our employees to be good.
ITEM 2. PROPERTIES

We lease approximately 31,000 square feet of manufacturing and office space in St. Louis, Missouri. The St.
Louis facility is leased through December 31, 2005. On Novemb?r 18,2004, we entered into an office lease agreement
under which we will Jease space in a new building to be constructed in St. Louis. Once the building is completed, we
will move our current St. Louis, Missouri operations to the lea}sed space in the new building. The lease for the new
premises is effective December 1, 2005 and has a term of ten years, with two renewal options of three years each. The
minimum annual rental under the terms of the lease ranges from approximately $705,000 in 2006 to approximately

$1,177,000 in 2015, including rent for expansion space providecJI for in the lease.

We also lease approximately 10,000 square feet in Maple Grove, Minnesota. The Minnesota facility is leased
through December 31, 2006. We believe that the Minnesota facility will be adequate to meet our needs through 2006.

ITEM 3. LEGAL PROCEEDINGS

We are involved from time to time in various lawsuits and claims arising in the normal course of business.

Although the outcomes of these lawsuits and claims are uncertf(lin, we do not believe any of them will have a material

adverse effect on our business, financial condition or results of operations.
ITEM 4. SUBMISSION OF MATTERS TO A VOTE OF SECURITY HOLDERS

No matters were submitted to a vote of security holders during the quarter ended December 31, 2004.




ITEM 5. MARKET FOR REGISTRANT’S COMMON EQUITY, RELATED STOCKHOLDER MATTERS
AND ISSUER PURCHASES OF EQUITY SECURITIES

PRICE RANGE OF COMMON STOCK
Our common stock has been traded on The Nasdaq Stock Market under the symbol “STXS” since August 12,

2004. The following table sets forth the high and low closing prices of our common stock for the periods indicated and
reported by Nasdagq.

Quarter High Low
Year Ended December 31, 2004:
August 12, 2004 to September 30, 2004 $12.44 $7.50
Fourth Quarter 10.89 8.43

As of February 28, 2005, there were approximately 176 stockholders of record of our common stock,
although we believe that there is a significantly larger number of beneficial owners of our common stock.

DIVIDEND POLICY

We have never declared or paid any cash dividends. We currently expect to retain earnings for use in the
operation and expansion of our business, and therefore do not anticipate paying any cash dividends for the next
several years,

The information required by this item regarding equity compensation is incorporated by reference to the
information set forth in Item 12 of this Annual Report on Form 10-K.

USE OF PROCEEDS FROM IPO

We effected the initial public offering of our common stock pursuant to a Registration Statement on Form
S-1 (File No. 333-115253) that was declared effective by the Securities and Exchange Commission on August 11, 2004
and pursuant to which shares were offered on August 12, 2004,

The net proceeds from the offering, after an underwriting discount and other expenses, were approximately
$41.4 million. We have begun to use, and intend to continue to use, the net proceeds of the offering for general
corporate purposes, including: working capital; continued sales, marketing and clinical support initiatives relating to
the commercialization of our products; and continued research and development.

Pending other uses, we have invested the remaining net proceeds of the offering primarily in short-term,
investment grade, interest-bearing instruments.
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ITEM 6. SELECTED FINANCIAL DATA

The following selected consolidated financial data has been derived from, and should be read in conjunction
with our consolidated financial statements and the accompanying notes and ‘“‘Management’s Discussion and Analysis
of Financial Condition and Results of Operations” included elsewhere in this report. The selected data in this section
is not intended to replace the consolidated financial statements. Historical results are not indicative of the results to
be expected in the future.

Year Ended December 31,

2004 2003 2002 2001 2000

Consolidated Statements of Operations Data:
Sales $ 18,816,860 $ | 5,014,877 $ 18,900 $ - $ -
Cost of Sales 10,672,262 4,051,313 39,760 - -
Gross Profit 8,144,598 \ 963,564 (20,860) - -
Operating costs and expenses:
Research and development 18,437,108 13,886,462 14,742,015 14,359,131 8,871,585
General and administrative 6,315,987 5,028,142 4,528,637 2,645,563 1,625,621
Sales and marketing 10,964,925 5,999,310 2,230,565 951,280 386,229
Total operating costs and expenses 35,718,020 24913914 21,501,217 17,955,974 10,883,435
Loss from operations (27,573,422) (23,950,350) (21,522,077) (17,955,974) (10,883,435)
Interest and other income, net 315,953 (86,487) 63,419 950,776 1,334,319
Net loss $ (27,257,469) $(24,036,837) $(21,458,658) $(17,005,198) $ (9,549.116)
Basic and diluted net loss per share (1) $ (2.38) 3 \ (18.37) 3 (19.21) $ (23.01) 3 (20.64)
Shares used in computing basic and diluted net

loss per share 11,470,310 1,308,805 1,117,301 739,088 462,616
Consolidated Balance Sheet Data:
Cash, cash equivalents and short-term

investments $ 45,648,834 $ 26,480,612 $ 28,834,123 $ 30,452,205 $ 24,712,254
Working Capital 49,672,005 22,764,719 25,483,149 26,660,162 22,859,357
Total Assets 71,187,756 37,323,419 32,920,872 31,750,413 25,170,000
Long-term debt, less current maturities 1,000,000 2,243,768 2,281,321 - -
Accumulated deficit (114,673,234) (87,415,765) (63,378,928) (41,920,270) (24,915,072)
Total stockholders’ equity 58,394,468 25,266,428 24,006,646 27,476,496 23,255,756

(1) The one-for-3.6 reverse stock split effective as of July 2004 has been reflected in the calculation of the basic and diluted net loss per share for
all periods presented above.

ITEM 7. MANAGEMENT’S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS
OF OPERATIONS

The following discussion and analysis should be read in conjunction with our financial statements and notes
thereto included in this report on Form 10-K. Operating results are not necessarily indicative of results that may occur in
future periods.

This reporr includes various forward-looking statementf that are subject to risks and uncertainties, many of
which are beyond our control. Our actual results could differ materially from those anticipated in these forward looking
statements as a result of various factors, including those set forth below under the caption “Factors That May Affect

, . | . , .
Future Results.” Forward-looking statements discuss matters that are not historical facts. Forward-looking statements
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include, but are not limited to, discussions regarding our operating strategy, sales and marketing strategy, regulatory
strategy, industry, economic conditions, financial condition, liguidity and capital resources and results of operations.
Such statements include, but are not limited 1o, statements preceded by, followed by or that otherwise include the words
“believes,” ‘“‘expects,” “anticipates,” “intends,” “estimates,” ‘projects,” “can,” “could,” “may,” “will,” “would,” or
similar expressions. For those statements, we claim the protection of the safe harbor for forward-looking statements
contained in the Private Securities Litigation Reform Act of 1995. You should not unduly rely on these forward-looking
statements, which speak only as of the date on which they were made. They give our expectations regarding the future
but are not guarantees. We undertake no obligation to update publicly or revise any forward-looking statements,
whether as a result of new information, future events or otherwise, unless required by law.

EE AN T LIS EEINT EEINYS

Overview

Stereotaxis designs, manufactures and markets an advanced cardiology instrument control system for use in a
hospital’s interventional surgical suite to enhance the treatment of coronary artery disease and arrhythmias. The
Stereotaxis System is designed to enable physicians to complete more complex interventional procedures by
providing image guided delivery of catheters and guidewires through the blood vessels and chambers of the heart to
treatment sites. This is achieved using computer-controlled, externally applied magnetic fields that govern the motion
of the working tip of the catheter or guidewire, resulting in improved navigation, shorter procedure time and reduced
x-ray exposure. The core components of the Stereotaxis system have received regulatory clearance in the U.S. and
Europe.

We believe that our system represents a revolutionary technology in the interventional surgical suite, or
“cath lab”, and has the potential to become the standard of care for a broad range of complex cardiology procedures.
We also believe that our system is the only technology to be commercialized that allows remote, computerized control
of catheters and guidewires directly at their working tip. We also believe that our technology represents an important
advance in the ongoing trend toward digital instrumentation in the cath lab and provides substantial, clinically
important improvements and cost efficiencies over manual interventional methods, which require years of physician
training and often result in long and unpredictable procedure times and sub-optimal therapeutic outcomes.

From our inception in June 1990 through 2002, our principal activities were obtaining capital, business
development, performing research and development activities, funding prototype development, funding clinical trials
and funding collaborations to integrate our products with other interventional technologies. Accordingly, we were
classified as a development stage company for accounting purposes through December 31, 2002.

Our initial focus was on the development of neurosurgical applications for our technology, including delivery
of devices to specific sites within the brain. During that time, we primarily devoted our resources primary to
developing prototypes and performing research and development activities in this area. Following receipt of FDA
approval to begin human clinical trials in the field of brain biopsies, we successfully completed our initial human
clinical procedures in this area in late 1998. Over the next two years, we shifted our primary focus to developing
applications for our technology to treat cardiovascular diseases because of the significantly larger market opportuni-
ties for such applications. During 2003, following receipt of marketing clearance from the FDA for our current
system, we emerged from the development stage and began to generate revenue from the placement of investiga-
tional systems and the commercial launch of our cardiology system in the U.S. and Europe.

In August 2004, we completed an initial public offering in which we issued and sold 5,500,000 shares of
common stock. In September 2004, the underwriters exercised an option to purchase 462,352 additional shares. In
connection with the initial public offering (including the over-allotment option exercise), we received approximately
$41.4 million in net proceeds. Prior to our initial public offering, we funded our operations primarily through private
equity financings, supplemented by bank financing. Since our inception, we have generated significant losses. As of
December 31, 2004, we had incurred cumulative net losses of approximately $114.7 million. We expect to incur
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additional losses through the first half of 2006 as we coxlltinue the development and commercialization of our
products, conduct our research and development activities and advance new products into clinical development from
our existing research programs. We expect to use substantial financial resources from our initial public offering to

expand our sales and marketing and customer support activities.

We have alliances with each of Siemens AG Medical Solutions, Philips Medical Systems and Biosense
Webster, Inc., a subsidiary of J&J, through which we are i\ntegrating our Stereotaxis System with market leading
digital imaging and 3D catheter location sensing technology,\ as well as disposable interventional devices, in order to
continue to develop new solutions in the cath lab. Each of these alliances provides for coordination of our sales and
marketing activities with those of our partners. In addition, Siemens and Philips have agreed to provide worldwide
service for our integrated systems. Siemens and J&J also invested in our convertible preferred stock, which was

converted into common stock as a result of the initial public‘: offering.

Critical Accounting Policies and Estimates

Our discussion and analysis of our financial condition and results of operations are based on our financial
statements, which have been prepared in accordance with ac\counting principles generally accepted in the U.S. The
preparation of these financial statements requires us to make estimates and judgments that affect the reported
amounts of assets, liabilities, revenues and expenses and related disclosures. We review our estimates and judgments
on an on-going basis. We base our estimates and judgments on\historical experience and on various other assumptions
that we believe to be reasonable under the circumstances. Actual results may differ from these estimates. We believe
the following accounting policies are critical to the judgménts and estimates we use in preparing our financial

statements.

Revenue Recognition

We recognize systems revenue from system sales made‘ directly to end users upon installation, provided there
are no uncertainties regarding acceptance, persuasive evidence of an arrangement exists, the sales price is fixed or
determinable, and collection of the related receivable is reasonably ensured. When installation is required for
revenue recognition, the determination of acceptance is made Hy the Company’s employees based on criteria set forth
in the terms of the sale. Revenue from system sales made to |distributors is recognized upon shipment since these
arrangements do not include an installation element or right| of return privileges. If uncertainties exist regarding
collectability, the Company recognizes revenue when those uncertainties are resolved. Amounts collected prior to
satisfying the above revenue recognition criteria are reflected as deferred revenue. Co-placement fees from strategic
partners for the Company’s collaboration in certain sales and I‘narketing efforts will be recognized as revenue when
earned under the terms of the respective agreements. Revenue from services, whether sold individually or as a
separable unit of accounting in a multi-element arrangement,\ is deferred and amortized over the service period,
which is typically one year. Revenue from services is derived pfimarily from the sale of annual product maintenance
plans. The Company recognizes revenue from disposable dFVice sales or accessories upon shipment, and an
appropriate reserve for returns is established. Other revenue represents a system sale for which the cost of production

was charged to research and development costs in 2002 and 2001.

For arrangements with multiple deliverables, we alloca\te the total revenue to each deliverable based on its
relative fair value in accordance with the provisions of Emerging Issues Task Force (EITF) Issue No. 00-21, “Revenue
Arrangements with Multiple Deliverables” and recognize revenug for each separate element as the above criteria are
met.
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Stock-based Compensation

We account for employee and director stock options using the intrinsic-value method in accordance with
Accounting Principles Board (APB) Opinion No. 25, Accounting for Stock Issued to Employees, and related
interpretations and have adopted the disclosure-only provisions of Statement of Financial Accounting Standards
(SFAS) No. 123, Accounting for Stock-Based Compensation. Stock options issued to non-employees, principally
individuals who provide scientific advisory services, are recorded at their fair value as determined in accordance with
SFAS No. 123 and EITF No. 96-18, Accounting for Equity Instruments That Are Issued to Other Than Employees for
Acquiring, or in Conjuncrion with Selling, Goods or Services, and amortized over the service period.

Stock compensation expense, which is a noncash charge, results from stock option grants made to employees
at exercise prices below the deemed fair value of the underlying common stock, and from stock option grants made to
non-employees at the fair value of the option granted. The fair value of options granted was determined using the
Black-Scholes valuation method which gives consideration to the estimated value of the underlying stock at the date
of grant, the exercise price of the option, the expected dividend yield and volatility of the underlying stock, the
expected life of the option and the corresponding risk-free interest rate. When we were a private company, the
deemed fair value of the underlying common stock was determined by management and the Board of Directors based
on their best estimates using information from preferred stock financing transactions or other significant changes in
the business. Stock compensation expense is amortized over the vesting period of the underlying option, generally
two to four years. Unearned deferred compensation for non-employees is periodically remeasured through the
vesting date.

The amount of deferred compensation expense to be recorded in future periods may decrease if unvested
options for which we have recorded deferred compensation are subsequently cancelled or expire, or may increase if
the fair market value of our stock increases or we make additional grants of non-qualified stock options to members
of our scientific advisory board or other non-employees.

Deferred Income Taxes

We account for income taxes under the provisions of SFAS No. 109, Accounting for Income Taxes. Under this
method, deferred assets and liabilities are determined based on the difference between the financial statement and
tax bases of assets and liabilities using the enacted tax rates in effect for the year in which the differences are expected
to affect taxable income. Valuation allowances are established when necessary to reduce deferred tax assets to the
amounts expected to be realized. We have established a valuation allowance against the entire amount of our
deferred tax assets because we are not able to conclude, due to our history of operating losses, that it is more likely
than not that we will be able to realize any portion of the deferred tax assets.

In assessing the realizability of deferred tax assets, management considers whether it is more likely than not
that some portion or all of the deferred tax assets will not be realized. The ultimate realization of deferred tax assets is
dependent upon the generation of future taxable income during the periods in which those temporary differences
become deductible. Management considers projected future taxable income and tax planning strategies in making
this assessment. Based upon the level of historical taxable losses, limitations imposed by Section 382 of the Internal
Revenue Code and projections for future losses over periods which the deferred tax assets are deductible, manage-
ment determined that a 100% valuation allowance of deferred tax assets was appropriate.

Valuation of Inventory
We value our inventory at the lower of the actual cost of our inventory, as determined using the first-in, first-
out (FIFO) method, or its current estimated market value. We periodically review our physical inventory for obsolete

items and provide a reserve upon identification of potential obsolete items.

33



Intangibie Assets

Intangible assets are comprised of purchased technology with a finite life. The acquisition cost of purchased
technology is capitalized and amortized over its useful life in accordance with SFAS No. 142, Goodwill and Other
Intangible Assets. We review the assigned useful life on an on-going basis for consistency with the period over which
cash flows are expected to be generated from the asset and consider the potential for impairment whenever events or
changes in circumstances indicate that the carrying amount |of an asset may not be recoverable. The process of
estimating useful lives and evaluating potential impairment is subjective and requires management to exercise
judgment in making assumptions related to future cash flows|and discount rates.

Results of Operations

Comparison of the Years ended December 31, 2004 and 2003

Revenues. Revenues increased to $18.8 million for the year ended December 31, 2004 from $5.0 million for
the year ended December 31, 2003, an increase of approximat‘ely 275%. Revenues from sales of systems increased to
$17.2 million for the year ended December 31, 2004 from $3 8 million for the year ended December 31, 2003, an
increase of approximately 352%. Revenues from the sale of systems increased primarily because we sold 22 systems
in 2004 compared to eight systems in 2003 and because of an 11"101'6386 in average selling price. Revenues from sales of
disposable interventional devices, service and accessories mcreased to $1.6 million for the year ended December 31,
2004 from $481,000 for the year ended December 31, 2003, an increase of approximately 232%. This increase was

attributable to the increased base of installed systems.

Cost of Revenues. Cost of revenues increased to $10.7 million for the year ended December 31, 2004 from
$4.1 million for the year ended December 31, 2003, an increase of approximately 163%. This increase in cost of
revenues was attributable primarily to the increased number of systems sold and associated cost of goods sold for
those systems, offset by an approximate 17% reduction in ave“rage cost per system recognized. As a percentage of our
revenues, cost of revenues, excluding “Other revenue,” was §7% in the year ended December 31, 2004 compared to
95% in the year ended December 31, 2003. The improvement in the cost of revenue as a percentage of revenues was

primarily a result of previously mentioned cost reduction as ’well as an increase in average selling price per system.

Research and Development Expenses. Research and development expenses increased to $18.4 million for the
year ended December 31, 2004 from $13.9 million for the y‘ear ended December 31, 2003, an increase of approxi-
mately 33%. The increase was due principally to an increase i the number of research and development projects with
our strategic partners, primarily related to disposable interventional devices, further development of the Niobe
platform technology, and salary and benefits for additionalf personnel performing research activities. In addition,
during the year ended December 31, 2004 we recognized an offset to our development expenses under our agreement
with Philips relating to the integration of our system with P‘hilips’ digital x-ray fluoroscopy system. Any payments
received from Philips in excess of amounts recognized as earned are included in accrued liabilities on the balance

sheet.

General and Administrative Expenses. General and administrative expenses increased to $6.3 million for the
year ended December 31, 2004 from $5.0 million for the yeJar ended December 31, 2003, an increase of 26%. The
increase was due to an increase in our business activity related to the commerc1ahzat10n of our products, including
personnel and clinical trials as well as legal and other costs.

Sales and Marketing Expenses. Sales and marketing expenses increased to $11.0 million for the year ended
December 31, 2004 from $6.0 million for the year ended December 31, 2003, an increase of approximately 83%. The
increase related primarily to increased salary, benefits and|travel expenses associated with hiring additional sales
personnel and expanded marketing programs.
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Interest Income. Interest income increased approximately 116% to $811,000 for the year ended December 31,
2004 from $375,000 for the year ended December 31, 2003. Interest income increased due to greater invested balances
and higher realized rates on short-term investments during the year ended December 31, 2004.

Interest Expense. Interest expense remained relatively unchanged as the average borrowings and average
rates were relatively unchanged.

Comparison of the Years ended December 31, 2003 and 2002

Revenues. We generated $5.0 million in revenue in 2003 compared to $18,900 in 2002. This increase in
revenues was attributable to the commencement of commercial sales of our systems following regulatory approval in
2003. As described above, we recognized revenue in 2003 from the sale of eight systems, including one predecessor
system for which the cost of production was charged to research and development for previous years. This system,
which is reflected as “other revenue” in our financial statements, is similar to a prototype in that it was placed prior to
our receipt of FDA approval and was developed and installed primarily to demonstrate the effectiveness of our new
technology. Because of uncertainties regarding whether payment would be ultimately received for this system, the
full cost was expensed to research and development during the system’s construction, principally during 2001. In 2003,
following acceptance and the commencement of commercial use, the customer paid for the predecessor system. As a
result, we recognized revenue in 2003 upon payment for the system.

Cost of Revenues. Cost of revenues increased to $4.1 million in 2003 from $39,800 in 2002. This increase in
cost of revenues was attributable primarily to the commencement of sales of our NIOBE system and associated cost
of goods sold for those systems. As a percentage of our revenues, cost of revenues, excluding “Other revenue,” was
95% in the year ended December 31, 2003. In 2002, our cost of revenues greatly exceeded our revenues because we
did not have commercial revenues from the sale of systems in 2002.

Research and Development Expenses. Research and development expenses decreased to $13.9 million in 2003
from $14.7 million in 2002, a decrease of approximately 6%. Our research and development expenses were higher in
2002 primarily because we were developing prototypes required for regulatory approval of our products.

General and Administrative Expenses. General and administrative expenses increased to $5.0 million in 2003
from $4.5 million in 2002, an increase of approximately 11%. The increase from 2002 to 2003 was directly attributable
to personnel additions made to support the commercial launch of our products in 2003.

Sales and Marketing Expenses. Sales and marketing expenses increased to $6.0 million in 2003 from $2.2
million in 2002, an increase of approximately 169%. The increase related primarily to increased salary, benefits and
travel expenses associated with the hiring of additional sales personnel and the expansion of our marketing programs.

Interest Income. Interest income decreased to $375,000 for 2003 from $434,000 for 2002, a decrease of
approximately 14%. The decrease was primarily the result of lower interest rates realized on balances invested.

Interest Expense. Interest expense increased to $462,000 for 2003 from $371,000 for 2002, an increase of

approximately 25%. The increase was primarily the result of higher interest expense from increased borrowings
under various Silicon Valley Bank lines of credit.

Income Taxes

Realization of deferred tax assets is dependent upon future earnings, the timing and amount of which are
uncertain. Accordingly, net deferred tax assets have been fully offset by valuation allowances as of December 31,
2004, 2003 and 2002 to reflect these uncertainties. As of December 31, 2004, we had federal and state net operating
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loss carryforwards of approximately $108.1 million and federal research and development credit carryforwards of
approximately $2.1 million. The net operating loss and research and development credit carryforwards will expire on
various dates beginning in 2005 through 2024, respectively, if not utilized. We may not be able to utilize certain of
these loss carryforwards and credits prior to their expiration. Of the $108.1 million net operating loss, $5.6 million is

limited as to its use prior to December 31, 2007.

Liquidity and Capital Resources

Prior to our initial public offering, we financed our operations almost entirely from the private sale of equity
securities, totaling approximately $127 million net of offering expenses. To a much lesser extent, we also financed our
operations through working capital and equipment financing loans. We raised funds from these sources because, as a

developing company, we were not able to fund our activities s‘olely from the cash provided by our operations.

In August 2004, we completed an initial public offering in which we issued and sold 5,500,000 shares of
common stock. In September 2004, the underwriters exercised their option to purchase an additional 462,352 shares.
In connection with the initial public offering and over- al]otment exercise, we received approximately $41.4 million in
net proceeds. At December 31, 2004, we had working capltal of approximately $49.7 million, compared to $22.8
million at December 31, 2003.

Liquidity refers to the liquid financial assets available|to fund our business operations and pay for near-term
obligations. These liquid financial assets consist of cash and caqh equivalents, as well as investments. In addition to our
cash and cash equivalent balances, we maintained $28.7 million and $5.1 million of investments in corporate debt
securities, U.S. government agency notes and commercial paper at December 31, 2004 and 2003, respectively.

The following table summarizes our cash flow by operating, investing and financing activities for each of
years ended December 31, 2004, 2003 and 2002 (in thousands):

2004 2003 2002
Cash Flow provided by (used in) Operating Activities $(31,814) $(24,469) $(22,029) |
Cash Flow provided by (used in) Investing Activities (29,654) (7,182) 1,480
Cash Flow provided by (used in) Financing Activities 57,019 24,174 20,719

Net cash (used in) operating activities. We used appr0x1mately $31.8 million, $24.5 million and $22.0 million of
cash in operating activities during the year ended December 31, 2004, 2003 and 2002, respectively, primarily as a
result of operating losses during these periods. Cash used [for working capital purposes increased to $5.9 million
during the year ended December 31, 2004 from $1:4 million during the year ended December 31, 2003 primarily as a
result of an increase in accounts receivable from increased sales and billings for sales deposits from customers offset
by an increase in deferred revenue related to installed systems on which revenue has not yet been recognized and
from deposits received from customers.

Net cash provided by (used in) investing activities. We used approximately $29.7 million of cash for investing
activities during the year ended December 31, 2004, substa}ntially all for the purchase of investments, compared to
$7.2 million during the year ended December 31, 2003. The‘2003 investing activities included purchases of property,
plant and equipment of approximately $2.1 million. Cash from investing activities of $1.5 million during the year

ended December 31, 2002 was substantially all from the sale of short-term investments.
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Net cash provided by financing activities. We received approximately $57.0 million from financing activities
during the year ended December 31, 2004, primarily as a result of the completion of our initial public offering (and
exercise by the underwriters of their over-allotment option) in August and September 2004 and the sale of our Series
E-2 preferred stock and related common stock warrants in January and February 2004, We also realized $2.0 million
in proceeds from the issuance of long-term debt from our equipment loan with Silicon Valley Bank and repaid
approximately $2.6 million of equipment loans and revolving credit facility. We received approximately $24.2 million
from financing activities during 2003, primarily as a result of the sale of our Series D-2 preferred stock and related
common stock warrants and from the sale of our Series E and E-1 preferred stock in January, June and December
2003. We received approximately $20.7 million from financing activities during 2002, primarily as a result of the sale of
our Series D-1 and D-2 preferred stock and related common stock warrants in January and December 2002.

As of December 31, 2004, we had outstanding balances under various equipment loan agreements with
Silicon Valley Bank, consisting of an aggregate of $1.9 million. In April 2004, we entered into an amendment to our
working capital revolving line of line of credit to increase our borrowing capacity from $3.0 to $8.0 million. As of
December 31, 2004 we had no outstanding borrowings under this working capital line of credit and had borrowing
capacity of $8.0 million, subject to collateralization by qualifying receivables and inventory balances with a maturity
of April 2006.

These credit facilities with Silicon Valley Bank are secured by substantially all of our assets. The credit
agreements include customary affirmative, negative and financial covenants. For example, we are restricted from
incurring additional debt, disposing of or pledging our assets, entering into merger or acquisition agreements, making
certain investments, allowing fundamental changes to our business, ownership, management or business locations,
and from making certain payments in respect of stock or other ownership interests, such as dividends and stock
repurchases. Under our loan arrangements, we are required to maintain a ratio of “quick” assets (cash, cash
equivalents, accounts receivable and short-term investments) to current liabilities minus deferred revenue of at least
1.5 to 1. We were also required to maintain a minimum tangible net worth of at least $50.0 million as of the end of
each calendar month. Effective November 3, 2004, this minimum tangible net worth requirement was amended to $30
million. We are also required under the credit agreements to maintain our primary operating account and the
majority of our cash and investment balances in accounts with the lender. We are in compliance with all covenants of
this agreement.

In August 2003, we issued a $2.0 million cumulative convertible pay-in-kind 8%, 3-year note to Siemens
pursuant to an agreement under which we purchased certain technology. The outstanding principal, together with
accrued and unpaid interest, of $2.17 million automatically converted into 271,739 shares of common stock upon the
closing of our initial public offering, at a conversion price equal to $8.00 per share, the initial price to the public of our
shares of common stock in the offering.

We expect to have negative cash flow from operations through at least the first half of 2006. Throughout 2005,
we expect to continue the development and commercialization of our products, the continuation of our research and
development programs and the advancement of new products into clinical development. We have substantially
increased the overall level of our research and development expenses from their levels in 2003 as a result of the
alliance agreements described above and otherwise, and we expect that these expenses will continue at substantially
their current levels in the near term. In addition, our selling, general and administrative expenses will continue to
increase in order to support our product commercialization efforts and to implement procedures required by our
status as a public company. Until we can generate significant cash flow from our operations, we expect to continue to
fund our operations with existing cash resources that were primarily generated from the proceeds of our initial public
offering, private sales of our equity securities and working capital and equipment financing loans. In the future, we
may finance future cash needs through the sale of other equity securities, strategic collaboration agreements and debt
financings. We cannot accurately predict the timing and amount of our utilization of capital, which will depend on a
number of factors outside of our control.
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While we believe our existing cash, cash equivalent
expenses and capital equipment requirements through at le
not require additional financing before that time. We also
available on a timely basis on terms acceptable to us or
stockholders. If adequate funds are not available to us, we ¢
tion of new products, to license to third parties the rights t
otherwise seek to commercialize ourselves or to reduce the

to our products, any of which could have a material adverse

operations.

Off-Balance Sheet Arrangements

s and investments will be sufficient to fund our operating
ast the next 12 months, we cannot assure you that we will
cannot assure you that such additional financing will be
at all, or that such financing will not be dilutive to our
ould be required to delay development or commercializa-
o commercialize products or technologies that we would
marketing, customer support or other resources devoted
> effect on our business, financial condition and results of

We do not currently have, nor have we ever had, any relationships with unconsolidated entities or financial

partnerships, such as entities often referred to as structured finance or special purpose entities, which would have

been established for the purpose of facilitating off-balanc

limited purposes. In addition, we do not engage in trading

result, we are not materially exposed to any financing, lig

engaged in these relationships.

Contractual Obligations

The following table summarizes all significant cont

Contractual Obligations

Long-term debt (1)

Operating leases

Capital leases

Research and alliance agreements

Total

(1) We have not included interest payable on our revol

calculated at a variable rate.

Recent Accounting Pronouncements

In December 2004, the Financial Accounting St

e sheet arrangements or other contractually narrow or
activities involving non-exchange traded contracts. Asa
uidity, market or credit risk that could arise if we had

ractual payment obligations by payment due date:

Payments by Period
(In thousands)

Under 1-3 3-5 Over
1 Year Years Years 5 Years Total
$ 910 $1,000 $ - $ - $ 1,910
792 1,493 1,638 6,550 10,473
11 9 7 - 27
6,160 1,679 350 - 8,189
$7.873 $4,181 $1,995 $6,550 $20,599

ving credit agreement in these amounts because it is

andards Board (FASB) issued Statement of Financial

Accounting Standards (SFAS) No. 123 (revised 2004), ““Share-Based Payment”. SFAS No. 123(R) supersedes APB

Opinion No. 25, which requires recognition of an expense

when goods or services are provided. SFAS No. 123(R)

requires the determination of the fair value of the share-based compensation at the grant date and the recognition of
the related expense over the period in which the share-based compensation vests. We are required to adopt the

provisions of SFAS No. 123(R) effective July 1, 2005. These

earnings and we have not yet determined the exact impact
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In November 2004, the FASB issued SFAS No. 151, “Inventory Costs,” an amendment of ARB No. 43. The
amendments clarify that abnormal amounts of idle facility expense, freight, handling costs, and wasted material
(spoilage) should be recognized as current period charges and require the allocation of fixed production overheads to
inventory based on the normal capacity of the production facilities. SFAS No. 151 is effective for inventory costs
incurred during fiscal years beginning after June 15, 2005. Earlier application is permitted for inventory costs incurred
during fiscal years beginning after the date SFAS No. 151 was issued. The adoption of SFAS No. 151 is not expected to
have a material impact on the Company’s financial statements.

Factors That May Affect Future Results

Hospital decision-makers may not purchase our Stereotaxis System or may think that it is too expensive.

The market for our products and related technology is not well established. To achieve continued sales,
hospitals must purchase our products, and in particular, our NIOBE cardiology magnet system. The NIOBE
cardiology magnet system, which is the core of our Stereotaxis System, is a novel device, and hospitals and physicians
are traditionally slow to adopt new products and treatment practices. Moreover, the Stereotaxis System is an
expensive piece of capital equipment, representing a significant portion of the cost of a new or replacement cath lab.
If hospitals do not widely adopt our Stereotaxis System, or if they decide that it is too expensive, we may never
become profitable. Any failure to sell as many Stereotaxis Systems as our business plan requires could also have a
seriously detrimental impact on our results of operations, financial condition and cash flow.

Physicians may not use our products if they do not believe they are safe and effective.

We believe that physicians will not use our products unless they determine that the Stereotaxis System
provides a safe, effective and preferable alternative to interventional methods in general use today. Currently, there is
only limited clinical data on the Stereotaxis System with which to assess safety and efficacy. If longer-term patient
studies or clinical experience indicate that treatment with our system or products is less effective, less efficient or less
safe than our current data suggest, our sales would be harmed, and we could be subject to significant liability. Further,
unsatisfactory patient outcomes or patient injury could cause negative publicity for our products, particularly in the
early phases of product introduction. In addition, physicians may be slow to adopt our products if they perceive
lability risks arising from the use of these new products. It is also possible that as our products become more widely
used, latent defects could be identified, creating negative publicity and liability problems for us and adversely
affecting demand for our products. If physicians do not use our products, we likely will not become profitable or
generate sufficient cash to survive as a going concern.

Our collaborations with Siemens, Philips and J&J may fail, or we may not be able to enter into additional
partnerships or collaborations in the future.

We are collaborating with Siemens, Philips and J&J to integrate our instrument control technology with their
respective imaging products or disposable interventional devices and to co-develop additional disposable interven-
tional devices for use with our Stereotaxis System, For the immediate future, a significant portion of our revenues
from system sales will be derived from these integrated products. In addition, each of Siemens and Philips has agreed
to provide post-installation maintenance and support services to our customers for our integrated systems.

Our product commercialization plans could be disrupted, leading to lower than expected revenue and a
material and adverse impact on our results of operations and cash flow, if:

¢ any of our collaboration partners delays or fails in the integration of its technology with our Stereotaxis
System as planned;
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¢ any of our collaboration partners does not co-market and co-promote our integrated products diligently or
does not provide maintenance and support services as we expect; or

* we become involved in disputes with one or more of our collaboration partners regarding our collaborations.

Siemens, Philips and J&J, as well as some of our other collaborators, are large, global organizations with
diverse product lines and interests that may diverge from our inlterests in commercializing our products. Accordingly,
our collaborators may not devote adequate resources to our prﬂ)ducts, or may experience financial difficulties, change
their business strategy or undergo a business combination thaF may affect their willingness or ability to fulfill their
obligations to us. In particular, we have had only limited experience with respect to the integration of our system with

Philips’ imaging products.

The failure of one or more of our collaborations c?uld have a material adverse effect on our financial
condition, results of operations and cash flow. In addition, if we are unable to enter into additional partnerships in the
future, or if these partnerships fail, our ability to develop and commercialize products could be impacted negatively

and our revenues could be adversely affected.

You may have difficulty evaluating our business and operating results because we are still in the early stages of
commercializing our products.

We have been engaged in research and product dever‘lopment since our inception in 1990. Our initial focus
was on the development of neurosurgical applications for our technology, and during the first several years following
our inception, we devoted our resources primarily to develoging prototypes and performing research and develop-
ment activities in this area. Starting around 1998, we shifted our primary focus over the next two years to developing
applications for our technology to treat cardiovascular diseasF and, in 2003, began limited commercial shipments of
products we developed for treatment in this area. To date, our investments in our products have produced relatively
little revenue, and our operating expenses are high relative to that revenue. Our lack of a significant operating history

also impairs an investor’s ability to make a comparative evaluation of us, our products and our prospects.

We have limited experience selling, marketing and distributing products, which could impair our ability to
increase revenues.

We currently market our products in the U.S. and Europe through a direct sales force of sales specialists,
supported by account managers that provide training, clinical‘ support, and other services to our customers. If we are
unable to increase our sales force significantly in the foreseeable future, we may be unable to generate the revenues

we have projected in our business plan. Factors that may inhibit our sales and marketing efforts include:
* our inability to recruit and retain adequate numbers of qualified sales and marketing personnel;

¢ the inability of sales personnel to obtain access to or persuade adequate numbers of hospitals and physicians
to purchase and use our products;

¢ unforeseen costs associated with maintaining and expanding an independent sales and marketing organiza-
tion; and

¢ increased government scrutiny with respect to marketing activities in the health care industry.

In addition, if we fail to effectively use distributors or contract sales persons for distribution of our products
where appropriate, our revenues and profitability would be adversely affected.
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We may lose or fail to attract physician ‘“thought leaders”.

Our research and development efforts and our marketing strategy depend heavily on obtaining support and
collaboration from highly regarded physicians at leading commercial and research hospitals. If we are unable to gain
such support and collaboration, our ability to market the Stereotaxis System and, as a result, our financial condition,
results of operations and cash flow could be materially and adversely affected.

We may not be able to rapidly train physicians in numbers sufficient to generate adequate demand for our
products.

In order for physicians to learn to use the Stereotaxis System, they must attend one or more training sessions.
Market acceptance could be delayed by lack of physician willingness to attend training sessions or by the time
required to complete this training. An inability to train a sufficient number of physicians to generate adequate
demand for our products could have a material adverse impact on our financial condition and cash flow.

Customers may choose to purchase competing products and not ours.

Our products must compete with established manual interventional methods. These methods are widely
accepted in the medical community, have a long history of use and do not require the purchase of an additional
expensive piece of capital equipment. In addition, many of the medical conditions that can be treated using our
products can also be treated with existing pharmaceuticals or other medical devices and procedures. Many of these
alternative treatments are widely accepted in the medical community and have a long history of use.

We also face competition from companies that are developing drugs or other medical devices or procedures
to treat the conditions for which our products are intended. The medical device and pharmaceutical industries make
significant investments in research and development, and innovation is rapid and continuous. For example, we are
aware that two private companies are developing non-magnetic assisted navigation devices that could compete
directly with the Stereotaxis System. However, to the best of our knowledge, these products have not been
commercialized. If these or other new products or technologies emerge that provide the same or superior benefits as
our products at equal or lesser cost, it could render our products obsolete or unmarketable. We cannot be certain that
physicians will use our products to replace or supplement established treatments or that our products will be
competitive with current or future products and technologies.

Most of our other competitors also have longer operating histories, significantly greater financial, technical,
marketing and other resources, greater name recognition and a larger base of customers than we do. In addition, as
the markets for medical devices develop, additional competitors could enter the market. We cannot assure you that
we will be able to compete successfully against existing or new competitors. Our revenues would be reduced or
eliminated if our competitors develop and market products that are more effective and less expensive than our
products.

If we are unable to fulfill our current purchase orders and other commitments on a timely basis or at all, we may
not be able to achieve future sales growth.

We currently have outstanding purchase orders and other commitments for our systems. There can be no
assurance that we will recognize revenue in any particular period or at all because some of our purchase orders and
other commitments are subject to contingencies that are outside our control. In addition, these orders and commit-
ments may be revised, modified or canceled, either by their express terms, as a result of negotiations or by project
changes or delays. The installation process for a Stereotaxis System is long and involves multiple stages, the
completion of many of which are outside of our control. If we experience any failures or delays in completing the
installation of these systems, our reputation would suffer and we may not be able to sell additional systems.
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Substantial delays in the installation process also increase the risk that a customer would attempt to cancel a purchase
order. This would have a negative effect on our revenues and results of operations.

We will likely experience long and variable sales cycles, which could result in substantial fluctuations in our
quarterly results of operations.

We anticipate that our system will continue to ha\‘/e a lengthy sales cycle because it consists of a relatively

expensive piece of capital equipment, the purchase of which requires the approval of senior management at hospitals,

inclusion in the hospitals’ cath lab budget process for capital expenditures, and, in some instances, a certificate of need
from the state or other regulatory approval. In addition, ass%,mbly and installation of the system has typically taken six
to eight months after a customer agreed to purchase a system. Assembly and installation could take even longer if our
system is part of a larger construction project at the customer site. These factors may contribute to substantial
fluctuations in our quarterly operating results, particularly i“n the near term and during any other periods in which our
sales volume is relatively low. As a result, in future quarters our operating results could fall below the expectations of

securities analysts or investors, in which event our stock price would likely decrease.

If the magnetic fields generated by our system are not compatible with, or interfere with, other widely used
equipment in the cath lab, sales of our products would be negatively affected.

Our system generates magnetic fields that directly govern the motion of the internal, or working, tip of
disposable interventional devices. If other equipment in the cath lab or elsewhere in a hospital is incompatible with
the magnetic fields generated by our system, or if our systém interferes with such equipment, we may be required to
install additional shielding, which may be expensive and |which may not solve the problem. For example, in two
hospitals where we installed our system, it interfered with |equipment located in adjacent rooms. In order to correct
these particular situations, we installed additional shielding and made other adjustments to our equipment. Although
we have modified our shielding approach, if magnetic interference is a problem at additional institutions, it would
increase our installation costs at those institutions and could limit the number of hospitals that would be willing to
purchase and install our systems, either of which would adversely affect our financial condition, results of operations

and cash flow.

The use of our products could result in product liability claims that could be expensive, divert management’s
attention and harm our reputation and business.

Our business exposes us to significant risks of Hroduct liability claims. The medical device industry has
historically been litigious, and we could face product liability claims if the use of our products were to cause injury or
death. The coverage limits of our product liability insuranc}e policies may not be adequate to cover future claims, and
we may be unable to maintain product liability insurance in the future at satisfactory rates or adequate amounts. A
product liability claim, regardless of its merit or eventual outcome, could divert management’s attention, result in

significant legal defense costs, significant harm to our reputation and a decline in revenues.

Our costs could substantially increase if we receive a significant number of warranty claims.

We generally warrant each of our products against defects in materials and workmanship for a period of 12
months from the acceptance of our product by a customer. We have only a limited history of commercial placements
from which to judge our rate of warranty claims. If prockuct returns or warranty claims increase, we could incur
unanticipated additional expenditures for parts and service. In addition, our reputation and goodwill in the cath lab
market could be damaged. While we have established reserves for liability associated with product warranties,
unforeseen warranty exposure in excess of those reserves could materially and adversely affect our financial

condition, results of operations and cash flow.




We may not generate cash from operations necessary to commercialize our existing products and invest in new
products.

If we require additional funds to meet our working capital and capital expenditure needs in the future, we
cannot be certain that we will be able to obtain additional financing on favorable terms or at all. If we need additional
capital and cannot raise it on acceptable terms, we may not be able to, among other things:

* enhance our existing products or develop new ones;
¢ expand our operations;
¢ hire, train and retain employees; or

e respond to competitive pressures or unanticipated capital requirements.

Our failure to do any of these things could result in lower revenues and adversely affect our financial
condmon and resulfs of operations, and we may have to curtail or cease operations.

We have incurred substantial losses in the past and may not be profitable in the future.

We have incurred substantial net losses since inception, and we expect to incur substantial additional and
increasing net losses for at least the next several years as we seek additional regulatory approvals, launch new
products and generally scale up our sales, marketing and manufacturing operations to commercialize our products.
We had net losses of approximately $27.3 million in 2004, $24.0 million in 2003, $21.5 million in 2002, and at
December 31, 2004 we had an accumulated deficit of approximately $114.7 million. A small portion of our
accumulated deficit is attributable to investments in development of products for neurosurgical applications, which
was our primary focus in the first several years after our inception in 1990. Because we may not be successful in
completing the development or commercialization of our technology in these areas, your return on these investments
may be limited. Moreover, the extent of our future losses and the timing of profitability are highly uncertain, and we
may never achieve profitable operations. If we require more time than we expect to generate significant revenues and
achieve profitability, we may not be able to continue our operations. Our failure to achieve profitability could
negatively impact the market price of our common stock. Even if we do become profitable, we may not be able to
sustain or increase profitability on a quarterly or annual basis. Furthermore, even if we achieve significant revenues,
we may choose to pursue a strategy of increasing market penetration and presence at the expense of profitability.

Our reliance on contract manufacturers and on suppliers, and in some cases, a single supplier, could harm our
ability to meet demand for our products in a timely manner or within budget.

We depend on contract manufacturers to produce most of the components of our systems and other products.
We also depend on various third party suppliers for the magnets we use in our NIOBE cardiology magnet systems and
for our guidewires and electrophysiology catheters. In addition, some of the components necessary for the assembly
of our products are currently provided to us by a single supplier, including the magnets for our NIOBE cardiology
magnet system, and we generally do not maintain large volumes of inventory. Our reliance on these third parties
involves a number of risks, including, among other things, the risk that:

e we may not be able to control the quality and cost of our system or respond to unanticipated changes and
increases in customer orders;

* we may lose access to critical services and components, resulting in an interruption in the manufacture,
assembly and shipment of our systems; and

e we may not be able to find new or alternative components for our use or reconfigure our system and
manufacturing processes in a timely manner if the components necessary for our system become unavailable.
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If any of these risks materialize, it could significantly increase our costs and impair product delivery.

In addition, if these manufacturers or suppliers stop providing us with the components or services necessary
for the operation of our business, we may not be able to identify alternate sources in a timely fashion. Any transition
to alternate manufacturers or suppliers would likely result in operational problems and increased expenses and could
delay the shipment of, or limit our ability to provide, our products. We cannot assure you that we would be able to
enter into agreements with new manufacturers or suppliers on commercially reasonable terms or at all. Additionally,
obtaining components from a new supplier may require a new or supplemental filing with applicable regulatory
authorities and clearance or approval of the filing before we|could resume product sales. Any disruptions in product
flow may harm our ability to generate revenues, lead to customer dissatisfaction, damage our reputation and result in
additional costs or cancellation of orders by our customers.

We also rely on our collaboration partner, J&J, to manufacture a number of disposable interventional
devices for use with our Stereotaxis System. If J&J cannot manufacture sufficient quantities of disposable interven-
tional devices to meet customer demand, or if their manhfacturing processes are disrupted, our revenues and
profitability would be adversely affected.

Risks associated with international manufacturing and trade|could negatively impact the availability and cost of
our products because our magnets, one of our key system components, are sourced from Japan.

We purchase the permanent magnets for our NIOBE cardiology magnet system from a manufacturer that
uses material produced in Japan, and certain of the prodﬁction work for these magnets is performed for this
manufacturer in China. In addition, we purchase our magnets|for our disposable interventional devices directly from
a manufacturer in Japan, and a number of other components for our system in foreign jurisdictions, including
components sourced locally in connection with installations. Any event causing a disruption of imports, including the
imposition of import restrictions, could adversely affect our business. The flow of components from our vendors could
also be adversely affected by financial or political instability in any of the countries in which the goods we purchase
are manufactured, if the instability affects the production or|export of product components from those countries.
Trade restrictions in the form of tariffs or quotas, or both) could also affect the importation of those product
components and could increase the cost and reduce the supply of products available to us. In addition, decreases in
the value of the U.S. dollar against foreign currencies could increase the cost of products we purchase from overseas

vendors.

We have limited experience in manufacturing and assembling lour products and may encounter problems at our
manufacturing facilities or otherwise experience manufacturing delays that could result in lost revenue.

We do not have extensive experience in manufacturing, assembling or testing our products on a commercial
scale. In addition, for our NIOBE cardiology magnet systems, we subcontract the manufacturing of major compo-
nents and complete the final assembly and testing of those components in-house. As a result, we may be unable to
meet the expected future demand for our Stereotaxis System. We may also experience quality problems, substantial
costs and unexpected delays in our efforts to upgrade and| expand our manufacturing, assembly and testing
capabilities. If we incur delays due to quality problems or other unexpected events, we will be unable to produce a
sufficient supply of systems necessary to meet our future growth expectations In addition, we are manufacturing a
limited number of our disposable interventional devices ourselves in a pilot manufacturing program and intend to
continue to subcontract the manufacture of others to third partiles. In order to do so, we will need to retain qualified
employees for our assembly and testing operations. In additioﬁ, we are dependent on the facilities we lease in St.
Louis, Missouri and Maple Grove, Minnesota in order to max\mfacture and assemble certain products. We could
encounter problems at either of these facilities, which could delay or prevent us from assembling or testing our
products or maintaining our pilot manufacturing capabilities or o\‘therwise conducting operations. We are also moving

our St. Louis operations to new facilities in the St. Louis area in 2005. Moving to a new facility could disrupt our
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systems assembly or testing activities and divert the attention of our management and other key personnel from our
business operations.

We may be unable to protect our technology from use by third parties.

Our commercial success will depend in part on obtaining patent and other intellectual property right
protection for the technologies contained in our products and on successfully defending these rights against third
party challenges. The patent positions of medical device companies, including ours, can be highly uncertain and
involve complex and evolving legal and factual questions. We cannot assure you that we will obtain the patent
protection we seek, that any protection we do obtain will be found valid and enforceable if challenged or that it will
confer any significant commercial advantage. U.S. patents and patent applications may also be subject to interference
proceedings and U.S. patents may be subject to reexamination proceedings in the U.S. Patent and Trademark Office,
and foreign patents may be subject to opposition or comparable proceedings in the corresponding foreign patent
office, which proceedings could result in either loss of the patent or denial of the patent application or loss, or
reduction in the scope of one or more of the claims of, the patent or patent application. In addition, such interference,
reexamination and opposition proceedings may be costly. Thus, any patents that we own or license from others may
not provide any protection against competitors. Qur pending patent applications, those we may file in the future or
those we may license from third parties may not result in patents being issued. If issued, they may not provide us with
proprietary protection or competitive advantages against competitors with similar technology.

Some of our technology was developed in conjunction with third parties, and thus there is a risk that a third
party may claim rights in our intellectual property. Outside the U.S., we rely on third-party payment services for the
payment of foreign patent annuities and other fees. Non-payment or delay in payment of such fees, whether
intentional or unintentional, may result in loss of patents or patent rights important to our business. Many countries,
including certain countries in Europe, have compulsory licensing laws under which a patent owner may be compelled
to grant licenses to third parties (for example, the patent owner has failed to “work” the invention in that country, or
the third party has patented improvements). In addition, many countries limit the enforceability of patents against
government agencies or government contractors. In these countries, the patent owner may have limited remedies,
which could materially diminish the value of the patent. We also cannot assure you that we will be able to develop
additional patentable technologies. If we fail to obtain adequate patent protection for our technology, or if any
protection we obtain becomes limited or invalidated, others may be able to make and sell competing products,
impairing our competitive position.

Our trade secrets, nondisclosure agreements and other contractual provisions to protect unpatented technol-
ogy provide only limited and possibly inadequate protection of our rights. As a result, third parties may be able to use
our unpatented technology, and our ability to compete in the market would be reduced. In addition, employees,
consultants and others who participate in developing our products or in commercial relationships with us may breach
their agreements with us regarding our intellectual property, and we may not have adequate remedies for the breach.

Our competitors may independently develop similar or alternative technologies or products that are equal or
superior to our technology and products without infringing any of our patent or other intellectual property rights, or
may design around our proprietary technologies. In addition, the laws of some foreign countries do not protect
intellectual property rights to the same extent as do the laws of the U.S., particularly in the field of medical products
and procedures. '

Third parties may assert that we are infringing their intellectual property rights.
Successfully commercializing our products will depend in part on not infringing patents held by third parties.
[t is possible that one or more of our products, including those that we have developed in conjunction with third

parties, infringes existing patents. We may also be liable for patent infringement by third parties whose products we
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use or combine with our own and for which we have no nght to indemnification. In addition, because patent
applications are maintained under conditions of conﬁdenuahty and can take many years to issue, there may be
applications now pending of which we are unaware and which may later result in issued patents that our products
infringe. Whether a product infringes a patent involves complex legal and factual issues and may not become clear
until finally determined by a court in litigation. Our competitors f[may assert that our products infringe patents held by
them. Moreover, as the number of competitors in our market grows, the possibility of a patent infringement claim
against us increases. If we were not successful in obtaining a license or redesigning our products, we could be subject
to litigation. If we lose in this kind of litigation, a court could require us to pay substantial damages or prohibit us from
using technologies essential to our products covered by third-party patents. An inability to use technologies essential
to our products would have a material adverse effect on our financial condition, results of operations and cash flow

and could undermine our ability to continue operating as a going concern.

Expensive intellectual property litigation is frequent in the medical device industry.

Infringement actions, validity challenges and other intellectual property claims and proceedings, whether
with or without merit, can be expensive and time-consuming/and would divert management’s attention from our
business. We have incurred, and expect to continue to incur, substantial costs in obtaining patents and may have to
incur substantial costs defending our proprietary rights. Incurring such costs could have a material adverse effect on
our financial condition, results of operations and cash flow.

We may not be able to obtain all the licenses from third parties necessary for the development of new products.

As we develop additional disposable interventional devices for use with our system, we may find it advisable
or necessary to seek licenses from third parties who hold pate‘nts covering technology used in specific interventional
procedures. If we cannot obtain those licenses, we could be forced to try to design around those patents at additional
cost or abandon the product altogether, which could adversely affect revenues and results of operations. If we have to
abandon a product, our ability to develop and grow our business in new directions and markets would be adversely

affected.

Our products and related technologies can be applied in different industries, and we may fail to focus on the most
profitable areas.

The Stereotaxis System is designed to have the potential for expanded applications beyond interventional
cardiology and electrophysiology, including interventional neurosurgery, interventional neuroradiology, peripheral
vascular, pulmonology, urology, gynecology and gastrointestinal medicine. However, we have limited financial and
managerial resources and therefore may be required to focus/on products in selected industries and to forego efforts
with regard to other products and industries. Our decisions may not produce viable commercial products and may
divert our resources from more profitable market opportunities. Moreover, we may devote resources to developing
products in these additional areas but may be unable to justify the value proposition or otherwise develop a
commercial market for products we develop in these areas,|if any. In that case, the return on investment in these
additional areas may be limited, which could negatively affect our results of operations.

We may be subject to damages resulting from claims that our employees or we have wrongfully used or disclosed
alleged trade secrets of their former employers.

Many of our employees were previously employed at universities or other medical device companies,
including our competitors or potential competitors. We could in the future be subject to claims that these employees
or we have used or disclosed trade secrets or other propnetafy information of their former employers. thlgatlon may
be necessary to defend against these claims. If we fail in defendmg such claims, in addition to paying monetary

damages, we may lose valuable intellectual property rights jor personnel. A loss of key research personnel or their
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work product could hamper or prevent our ability to commercialize certain potential products, which could severely
harm our business. Even if we are successful in defending against these claims, litigation could result in substantial
costs and be a distraction to management. Incurring such costs could have a material adverse effect on our financial
condition, results of operations and cash flow.

If we or our strategic partners fail to obtain or maintain necessary FDA clearances for our medical device
products, or if such clearances are delayed, we will be unable to continue to commercially distribute and market
our products.

Our products are medical devices that are subject to extensive regulation in the U.S. and in foreign countries
where we do business. Unless an exemption applies, each medical device that we wish to market in the U.S. must first
receive either 510(k) clearance or pre-market approval, or PMA, from the U.S. Food and Drug Administration
pursuant to the Federal Food, Drug, and Cosmetic Act. The FDA’s 510(k) clearance process usually takes from four
to 12 months, but it can take longer. The process of obtaining PMA approval is much more costly, lengthy and
uncertain, generally taking from one to three years or even longer. Although we have 510(k) clearance for our
current Stereotaxis System, including a limited number of disposable interventional devices, and are able to market
our system commercially in the U.S., our business model relies significantly on revenues from additional disposable
interventional devices for which there is no current FDA clearance or approval. We cannot market our unapproved
disposable interventional devices in the U.S. until the necessary clearance or approvals from the FDA have been
received and can only place these devices with research institutions for permitted investigational use. In addition, we
are working with third parties with whom we are co-developing disposable products. In some cases, these companies
are responsible for obtaining appropriate regulatory clearance for these disposable devices. If these clearances or
approvals are not received or are substantially delayed, we may not be able to successfully market our system to as
many institutions as we currently expect, which could have a material adverse impact on our financial condition,
results of operations and cash flow.

Furthermore, obtaining 510(k) clearances, pre-market approvals, or PMAs, or premarket approval supple-
ments, or PMA supplements, from the FDA could result in unexpected and significant costs for us and consume
management’s time and other resources. The FDA could ask us to supplement our submissions, collect non-clinical
data, conduct clinical trials or engage in other time-consuming actions, or it could simply deny our applications. In
addition, even if we obtain a 510(k) clearance or PMA or PMA supplement approval, the clearance or approval could
be revoked or other restrictions imposed if post-market data demonstrates safety issues or lack of effectiveness. We
cannot predict with certainty how, or when, the FDA will act. Obtaining regulatory approvals in foreign markets
entails similar risks and uncertainties and can involve additional product testing and additional administrative review
periods. If we are unable to obtain the necessary regulatory approvals, our financial condition and cash flow may be
adversely affected. Also, a failure to obtain approvals may limit our ability to grow domestically and internationally.

If we or our strategic partners fail to obtain regulatory approvals in other countries for products under
development, we will not be able to commercialize these products in those countries.

In order to market our products outside of the U.S., we and our strategic partners must establish and comply
with numerous and varying regulatory requirements of other countries regarding safety and efficacy. Approval
procedures vary among countries and can involve additional product testing and additional administrative review
periods. The time required to obtain approval in other countries might differ from that required to obtain FDA
approval. The regulatory approval process in other countries may include all of the risks detailed above regarding
FDA approval in the U.S. Regulatory approval in one country does not ensure regulatory approval in another, but a
failure or delay in obtaining regulatory approval in one country may negatively impact the regulatory process in
others. Failure to obtain regulatory approval in other countries or any delay or setback in obtaining such approval
could have the same adverse effects described above regarding FDA approval in the U.S. In addition, we are relying
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on our strategic partners in some instances to assist us in this regulatory approval process in countries outside the U.S.
and Europe, for example, in Japan.

We may fail to comply with continuing regulatory requirements of the FDA and other authorities and become
subject to substantial penalties.

Even after product approval, we must comply with |continuing regulation by the FDA and other authorities,
including the FDA’s Quality System Regulation, or QSR, requirements, labeling and promotional requirements and
medical device adverse event and other reporting requireme‘ants. For example, as a result of our own ongoing quality
testing, in January 2004 we voluntarily recalled our CROI\“IUS guidewires. Any failure to comply with continuing
regulation by the FDA or other authorities could result in enforcement action that may include suspension or
withdrawal of regulatory approvals, recalling products, ceasi‘ng product marketing, seizure and detention of products,
paying significant fines and penalties, criminal prosecution land similar actions that could limit product sales, delay

product shipment and harm our profitability.

Additionally, any modification to an FDA 510(k)-cleared device that could significantly affect its safety or
effectiveness, or that would constitute a major change in its intended use, requires a new 510(k) clearance. Device
modifications to a PMA approved device or its labeling may fequire either a new PMA or PMA supplement approval,
which could be a costly and lengthy process. In the future, we may modify our products after they have received
clearance or approval, and we may determine that new clearance or approval is unnecessary. We cannot assure you
that the FDA would agree with any of our decisions not to seek new clearance or approval. If the FDA requires us to
seek clearance or approval for any modification, we also mal\y be required to cease marketing or recall the modified
product until we obtain FDA clearance or approval which could also limit product sales, delay product shipment and
harm our profitability. In addition, Congress could amend the Federal Food, Drug and Cosmetic Act, and the FDA
could modify its regulations promulgated under this law in a lway so as to make ongoing regulatory compliance more

burdensome and difficult.

In many foreign countries in which we market our products, we are subject to regulations affecting, among
other things, product standards, packaging requirements, labeling requirements, import restrictions, tariff regula-
tions, duties and tax requirements. Many of these regulations are similar to those of the FDA. In addition, in many
countries the national health or social security organizations require our products to be qualified before procedures
performed using our products become eligible for reimbursement. Failure to receive, or delays in the receipt of,
relevant foreign qualifications could have a material adverse %:ffect on our business, financial condition and resuits of
operations. Due to the movement toward harmonization of standards in the European Union, we expect a changing
regulatory environment in Europe characterized by a shift from a country-by-country regulatory system to a
European Union-wide single regulatory system. We cannot p:redict the timing of this harmonization and its effect on
us. Adapting our business to changing regulatory systems could have a material adverse effect on our business,
financial condition and results of operations. If we fail to comply with applicable foreign regulatory requirements, we
may be subject to fines, suspension or withdrawal of regulatory approvals, product recalls, seizure of products,

operating restrictions and criminal prosecution.

QOur suppliers or we may fail to comply with the FDA quality system regulation.

Our manufacturing processes must comply with the ﬁDA’S quality system regulation, or QSR, which covers
the methods and documentation of the design, testing, production, control, quality assurance, labeling, packaging and
shipping of our products. The FDA enforces the QSR through\‘ inspections. We cannot assure you that we would pass
such an inspection. Failure to pass such an inspection could force a shut down of our manufacturing operations, a

recall of our products or the imposition of other sanctions‘, which would significantly harm our revenues and
profitability. Further, we cannot assure you that our key component suppliers are or will continue to be in compliance
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with applicable regulatory requirements and will not encounter any manufacturing difficulties. Any failure to comply
with the FDA’s QSR by us or our suppliers could significantly harm our available inventory and product sales.

Software defects may be discovered in our products.

Our products incorporate sophisticated computer software. Complex software frequently contains errors,
especially when first introduced. Because our products are designed to be used to perform complex interventional
procedures, we expect that physicians and hospitals will have an increased sensitivity to the potential for software
defects. We cannot assure you that our software will not experience errors or performance problems in the future. If
we experience software errors or performance problems, we would likely also experience:

» loss of revenue;

s delay in market acceptance of our products;
¢ damage to our reputation;

e additional regulatory filings;

s product recalls;

* increased service or warranty costs; and/or

¢ product liability claims relating to the software defects.

If we fail to comply with health care regulations, we could face substantial penalties and our business, operations
and financial condition could be adversely affected.

While we do not control referrals of health care services or bill directly to Medicare, Medicaid or other third-
party payors, due to the breadth of many health care laws and regulations, we cannot assure you that they will not
apply to our business. We could be subject to health care fraud and patient privacy regulation by both the federal
government and the states in which we conduct our business. The regulations that may affect our ability to operate
include:

» the federal healthcare program Anti-Kickback Law, which prohibits, among other things, persons from
soliciting, receiving or providing remuneration, directly or indirectly, to induce either the referral of an
individual, for an item or service or the purchasing or ordering of a good or service, for which payment may
be made under federal health care programs such as the Medicare and Medicaid programs;

» federal false claims laws which prohibit, among other things, individuals or entities from knowingly present-
ing, or causing to be presented, claims for payment from Medicare, Medicaid, or other third-party payors that
are false or fraudulent, and which may apply to entities like us which provide coding and billing advice to
customers;

e the federal Health Insurance Portability and Accountability Act of 1996, or HIPAA, which prohibits
executing a scheme to defraud any health care benefit program or making false statements relating to health
care matters and which also imposes certain requirements relating to the privacy, security and transmission of
individually identifiable health information;

 state law equivalents of each of the above federal laws, such as anti-kickback and false claims laws which may
apply to items or services reimbursed by any third-party payor, including commercial insurers, and state laws
governing the privacy of health information in certain circumstances, many of which differ from each other in
significant ways and often are not preempted by HIPAA, thus complicating compliance efforts; and

* federal self-referral laws, such as STARK, which prohibits a physician from making a referral to a provider of
certain health services with which the physician or the physician’s family member has a financial interest.
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If our operations are found to be in violation of any jof the laws described above or any other governmental
regulations that apply to us, we may be subject to penalties, including civil and criminal penaities, damages, fines and
the curtailment or restructuring of our operations. Any penal‘ties, damages, fines, curtailment or restructuring of our
operations could adversely affect our ability to operate our t?usiness and our financial results. The risk of our being
found in violation of these laws is increased by the fact that many of them have not been fully interpreted by the
regulatory authorities or the courts, and their provisions are open to a variety of interpretations. Any action against
us for violation of these laws, even if we successfully defend against it, could cause us to incur significant legal
expenses and divert our management’s attention from the operation of our business. Moreover, to achieve compli-
ance with applicable federal and state privacy, security, and el‘?ctronic transaction laws, we may be required to modify
our operations with respect to the handling of patient infor\‘mation. Implementing these modifications may prove
costly. At this time, we are not able to determine the full consequences to us, including the total cost of compliance, of

these various federal and state laws,

The application of state certificate of need regulations and compliance with federal and state licensing
requirements could substantially limit our ability to sell our products and grow our business.

Some states require health care providers to obtain a|certificate of need or similar regulatory approval prior
to the acquisition of high-cost capital items such as our Stereotaxis System. In many cases, a limited number of these
certificates are available. As a result of this limited availability, hospitals and other health care providers may be
unable to obtain a certificate of need for the purchase of our Stereotaxis System. Further, our sales cycle for the
Stereotaxis System is typically longer in certificate of need states due to the time it takes our customers to obtain the
required approvals. In addition, our customers must meet various federal and state regulatory and/or accreditation
requirements in order to receive payments from government-‘sponsored health care programs such as Medicare and
Medicaid, receive full reimbursement from third party payors and maintain their customers. Any lapse by our
customers in maintaining appropriate licensure, certification or accreditation, or the failure of our customers to satisfy
the other necessary requirements under government-sponsored health care programs, could cause our sales to

decline.

Hospitals or physicians may be unable to obtain reimbursement from third-party payors for procedures using the
Stereotaxis System, or reimbursement for procedures may be |insufficient to recoup the costs of purchasing our
products.

We expect that U.S. hospitals will continue to bill various third-party payors, such as Medicare, Medicaid and
other government programs and private insurance plans, for procedures performed with our products, including the

costs of the disposable interventional devices used in these pro‘cedures. If in the future our disposable interventional

devices do not fall within U.S. reimbursement categories ‘and our procedures are not reimbursed, or if the
reimbursement is insufficient to cover the costs of purchasing our system and related disposable interventional
devices, the adoption of our systems and products would be significantly slowed or halted, and we may be unable to
generate sufficient sales to support our business. Our success in international markets also depends upon the
eligibility of our products for reimbursement through government-sponsored health care payment systems and third-
party payors. In both the U.S. and foreign markets health care cost-containment efforts are prevalent and are

expected to continue. These efforts could reduce levels of re‘imbursement available for procedures involving our
products and, therefore, reduce overall demand for our products as well. A failure to generate sufficient sales could

have a material adverse impact on our financial condition, results of operations and cash flow.

We may lose our key personnel or fail to attract and retain additional personnel.

We are highly dependent on the principal members of our management and scientific staff, in particular Bevil
J. Hogg, our President and Chief Executive Officer, Michael p| Kaminski, our Chief Operating Officer and William

M. Kelley, one of our directors. Mr. Kelley has extensive experiénce in the medical device industry, and we believe his
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industry contacts enable us to have proposals reviewed by key hospital decision-makers earlier in the sales process
than may otherwise be the case. In order to pursue our plans and accommodate planned growth, we may choose to
hire additional personnel. Attracting and retaining qualified personnel will be critical to our success, and competition
for qualified personnel is intense. We may not be able to attract and retain personnel on acceptable terms given the
competition for qualified personnel among technology and healthcare companies and universities. The loss of any of
these persons or our inability to attract and retain other qualified personnel could harm our business and our ability to
compete. In addition, Douglas M. Bruce, our Senior Vice President, Research & Development, coordinates our
scientific staff and the research and development projects they undertake; the loss of Mr. Bruce or other members of
our scientific staff may significantly delay or prevent product development and other business objectives.

Our growth will place a significant strain on our resources, and if we fail to manage our growth, our ability to
develop, market and sell our products will be harmed.

Our business plan contemplates a period of substantial growth and business activity. This growth and activity
will likely result in new and increased responsibilities for management personnel and place significant strain upon our
operating and financial systems and resources. To accommodate our growth and compete effectively, we will be
required to improve our information systems, create additional procedures and controls and expand, train, motivate
and manage our work force. We cannot be certain that our personnel, systems, procedures and controls will be
adequate to support our future operations. Any failure to effectively manage our growth could impede our ability to
successfully develop, market and sell our products.

We face currency and other risks associated with international sales.

We intend to continue to devote significant efforts to marketing our systems and products outside of the U.S.
This strategy will expose us to numerous risks associated with international operations, which could adversely affect
our results of operations and financial condition, including the following:

s currency fluctuations that could impact the demand for our products or result in currency exchange losses;
s export restrictions, tariff and trade regulations and foreign tax laws;

¢ customs duties, export quotas or other trade restrictions;

s economic and political instability; and

¢ shipping delays.

In addition, contracts may be difficult to enforce and receivables difficult to collect through a foreign
country’s legal system.

Risks Related To Our Common Stock

Our principal stockholders continue to own a large percentage of our voting stock, and they have the ability to
substantially influence matters requiring stockholder approval.

As of December 31, 2004, our executive officers, directors and individuals or entities affiliated with them
beneficially own or control a substantial percentage of the outstanding shares of our common stock. Accordingly,
these executive officers, directors and their affiliates, acting as a group, will have substantial influence over the
outcome of corporate actions requiring stockholder approval, including the election of directors, any merger,
consolidation or sale of all or substantially all of our assets or any other significant corporate transaction. These
stockholders may also delay or prevent a change of control, even if such a change of control would benefit our other
stockholders. This significant concentration of stock ownership may adversely affect the trading price of our common
stock due to investors’ perception that conflicts of interest may exist or arise.
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We have never paid dividends on our capital stock, and we do
foreseeable future.

We have paid no cash dividends on any of our classes

not anticipate paying any cash dividends in the

of capital stock to date and we currently intend to

return our future earnings to fund the development and growth of our business. In addition, the terms of our loan

|

agreement prohibit us from declaring dividends without the‘

appreciation, if any, of our common stock will be your sole sou

Our certificate of incorporation and bylaws, Delaware law and
that could discourage a takeover.

prior consent of our lender. As a result, capital
rce of gain for the foreseeable future.

one of our alliance agreements contain provisions

Our certificate of incorporation and bylaws and Delaware law contain provisions that might enable our

management {o resist a takeover. These provisions may:

e discourage, delay or prevent a change in the control of

* adversely affect the voting power of holders of commo

¢ limit the price that investors might be willing to pay in
In addition, under our alliance with J&J, either party ma
involving a “‘change of control” of Stereotaxis. Any terminatio
control, but would be effective one year after the change of contr

our company or a change in our management;

n stock; and

the future for shares of our common stock.

1y terminate the alliance under certain circumstances

n must be effected within 90 days of the change of
ol. If we terminate under this provision, we must pay

a termination fee to J&J equal to 5% of the total equity value of Stereotaxis in the change of control transaction, up to
a maximum of $10 million. We also agreed to notify J&J if we reasonably consider that we are engaged in substantive
discussions in respect of the sale of the company or substantially all of our assets. These provisions may similarly
discourage a takeover and negatively affect our share price as described above.

Sales of a substantial number of shares of our common stock in the

may occur, may depress the market price of our common stock

public market, or the perception that they

Sales of substantial amounts of our common stock in the public market, or the perception that substantial

sales may be made, could cause the market price of our common §tock to decline. These sales might aiso make it more
difficult for us to sell equity securities at a time and price that we deem appropriate.

As of December 31, 2004, we had outstanding 27,187,042 shares of common stock.

Evolving regulation of corporate governance and public disclosure may result in additional expenses and

continuing uncertainty.

Changing laws, regulations and standards relating to co

the Sarbanes-Oxley Act of 2002, new SEC regulations and NASI

for public companies. We are presently evaluating and monitori
rules and cannot predict or estimate the amount of the additional

rporate governance and public disclosure, including
DAQ National Market rules are creating uncertainty
ng developments with respect to new and proposed
compliance costs we may incur or the timing of such

costs. These new or changed laws, regulations and standards are subject to varying interpretations, in many cases due

to their lack of specificity, and as a result, their application in
provided by courts and regulatory and governing bodies. Thi
compliance matters and higher costs necessitated by ongoing

practice may evolve over time as new guidance is
§ could result in continuing uncertainty regarding
revisions to disclosure and governance practices.

Maintaining appropriate standards of corporate governance and public disclosure may result in increased general and
administrative expenses and a diversion of management time and attention from revenue-generating activities to

compliance activities. In addition, if we fail to comply with

new or changed laws, regulations and standards,

regulatory authorities may initiate legal proceedings against us and our business and reputation may be harmed.
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Qur future operating results may be below securities analysts’ or investors’ expectations, which could cause our
stock price to decline.

The revenue and income potential of our products and our business model are unproven, and we may be
unable to generate significant revenues or grow at the rate expected by securities analysts or investors. In addition,
our costs may be higher than we, securities analysts or investors expect. If we fail to generate sufficient revenues or
our costs are higher than we expect, our results of operations will suffer, which in turn could cause our stock price to
decline. Our results of operations will depend upon numerous factors, including:

¢ demand for our products;
¢ the performance of third-party contract manufacturers and component suppliers;
¢ our ability to develop sales and marketing capabilities;
» the success of our collaborations with Siemens, Philips and J&J and others;
¢ our ability to develop, introduce and market new or enhanced versions of our products on a timely basis;
¢ our ability to obtain regulatory clearances or approvals for our new products; and
e our ability to obtain and protect proprietary rights.
Qur operating results in any particular period may not be a reliable indication of our future performance. In

some future quarters, our operating results may be below the expectations of securities analysts or investors. If this
occurs, the price of our common stock will likely decline.

We expect that the price of our common stock could fluctnate substantially, possibly resulting in class action
securities litigation.

We have only been publicly traded since August 12, 2004. A limited number of our shares trade actively in the
market. The market price of our common stock will be affected by a number of factors, including:
* actual or anticipated variations in our results of operations or those of our competitors;
e the receipt or denial of regulatory approvals;

* announcements of new products, technological innovations or product advancements by us or our
competitors;
* developments with respect to patents and other intellectual property rights;

* changes in earnings estimates or recommendations by securities analysts or our failure to achieve analyst
earnings estimates; and

e developments in our industry.

The stock prices of many companies in the medical device industry have experienced wide fluctuations that
have often been unrelated to the operating performance of these companies. Following periods of volatility in the
market price of a company’s securities, stockholders have often instituted class action securities litigation against
those companies. Class action securities litigation, if instituted against us, could result in substantial costs and a
diversion of our management resources, which could significantly harm our business.

ITEM 7A. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK

We have exposure to currency fluctuations. We operate mainly in the U.S. and Europe and we expect to
continue to sell our products outside of the U.S. We expect to transact this business primarily in U.S. dollars and in
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Euros, although we may transact business in other currencies to a lesser extent. Future fluctuations in the value of ‘
these currencies may affect the price competitiveness of jour products. In addition, because we have a relatively long
installation cycle for our systems, we will be subject to risk of currency fluctuations between the time we execute a
purchase order and the time we deliver the system and collect payments under the order, which could adversely affect
our operating margins. We have not hedged exposures!in foreign currencies or entered into any other derivative
instruments. As a result, we will be exposed to some exchange risks for foreign currencies. For example, if the

currency exchange rate were to fluctuate by 10%, our revenues could be affected by as much as 2 to 3%.

We also have exposure to interest rate risk related to our investment portfolio and our borrowings. The
primary objective of our investment activities is to preserve principal while at the same time maximizing the income
we receive from our invested cash without significantly increasing the risk of loss.

Our interest income is sensitive to changes in the general Jevel of U.S. interest rates, particularly since the
majority of our investments are in short-term debt instruments. We invest our excess cash primarily in U.S. ]
government securities and marketable debt securities of |financial institutions and corporations with strong credit
ratings. These instruments generally have maturities of two years or less when acquired. We do not utilize derivative
financial instruments, derivative commodity instruments |or other market risk sensitive instruments, positions or |
transactions. Accordingly, we believe that while the inst‘ruments we hold are subject to changes in the financial
standing of the issuer of such securities, we are not subject to any material risks arising from changes in interest rates,
foreign currency exchange rates, commodity prices, equity prices or other market changes that affect market risk

sensitive instruments.

We do not believe that inflation has had a material adverse impact on our business or operating results during
the periods covered by this report.
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Report of Independent Registered Public Accounting Firm

The Board of Directors and Shareholders
Stereotaxis, Inc.

We have audited the accompanying balance sheets of Stereotaxis, Inc. (the “Company’’) as of December 31, 2004 and
2003, and the related statements of operations, stockholders’ equity, and cash flows for each of the three years in the
period ended December 31, 2004. These financial statements a‘\‘re the responsibility of the Company’s management.
Our audit also included the financial statement schedule listed in the Index at Item 15(a). Our responsibility is to

express an opinion on these financial statements and schedule|based on our audits.

We conducted our audits in accordance with the standards of the Public Company Accounting Oversight Board
(United States). Those standards require that we plan and perform the audit to obtain reasonable assurance about
whether the financial statements are free of material misstatement. We were not engaged to perform an audit of the |
Company’s internal control over financial reporting. Our audit included consideration of internal control over ,
financial reporting as a basis for designing audit procedures that are appropriate in the circumstances, but not for the

purpose of expressing an opinion on the effectiveness of thel Company’s internal control over financial reporting. |
Accordingly, we express no such opinion. An audit also inclu%ies examining, on a test basis, evidence supporting the
amounts and disclosures in the financial statements, assessing the accounting principles used and significant estimates
made by management, and evaluating the overall financial statement presentation. We believe that our audits provide

a reasonable basis for our opinion.

In our opinion, the financial statements referred to above present fairly, in all material respects, the financial position ;
of Stereotaxis, Inc. at December 31, 2004 and 2003, and the résults of its operations and its cash flows for each of the
three years in the period ended December 31, 2004 in confon{nity with U.S. generally accepted accounting principles.
Also, in our opinion, the related financial statement schedule, when considered in relation to the basic financial

statements taken as a whole, present fairly in all material regpects the information set forth therein.

/s/ Ernst & Young LLP

St. Louis, Missouri
February 18, 2005




STEREOTAXIS, INC.

BALANCE SHEETS

December 31,

2004 2003

Assets
Current assets:

Cash and cash equivalents § 16,907,516 $ 21,356,247

Short-term investments 28,741,318 5,124,365

Accounts receivable, net of allowance for uncollectible accounts of

$146,223 and $116,725 in 2004 and 2003, respectively 8,621,205 559,721

Current portion of long-term receivables 168,795 155,331

Inventories 4,673,994 4,430,228

Prepaid expenses and other current assets 2,351,058 876,264
Total current assets 61,463,886 32,502,156
Property and equipment, net 1,557,847 2,309,467
Intangible assets, net 1,811,111 1,944 444
Long-term receivables 337,590 465,993
Other assets 120,697 101,359
Long-term investments 5,896,625 -
Total assets $ 71,187,756 $ 37,323,419
Liabilities and stockholders’ equity
Current liabilities:

Current maturities of long-term debt $ 910,434 $ 2,289,314

Accounts payable 2,129,473 1,697,497

Accrued liabilities 5,710,216 4,936,233

Deferred contract revenue 3,041,758 814,393
Total current liabilities 11,791,881 9,737,437
Long-term debt, less current maturities 1,000,000 2,243,768
Other liabilities 1,407 75,786

Stockholders’ equity:
Convertible preferred stock, issued in series, par value $0.001; 10,000,000
and 65,000,000 shares authorized at 2004 and 2003, respectively;
61,055,286 shares issued and outstanding at 2003; liquidation preference
of $146,819,436 at 2003 - 61,055
Common stock, par value of $0.001; 100,000,000 and 80,000,000 shares
authorized at 2004 and 2003, respectively; 27,187,042 and 1,515,150

shares issued at 2004 and 2003, respectively 27,187 1,515
Additional paid-in capital 174,143,587 113,921,587
Deferred compensation (671,950) (835,801)
Treasury stock, 36,519 and 18,316 shares at 2004 and 2003, respectively (162,546) (17,750)
Notes receivable from sale of stock (173,432) (448,413)
Accumulated deficit (114,673,234) (87,415,765)
Accumulated other comprehensive loss (95,144) -

Total stockholders’ equity 58,394,468 25,266,428
Total liabilities and stockholders’ equity $ 71,187,756 $ 37323419

See accompanying notes.
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Systems revenue

Disposables, service and accessories revenue

Other revenue
Total revenue
Costs of revenue
Gross profit (loss)

Operating expenses:
Research and development
Sales and marketing
General and administrative
Total operating expenses
Operating loss

Interest income
Interest expense
Net loss

Net loss per common share:
Basic and diluted

Weighted average shares used in computing net loss per

common share:
Basic and diluted

See accompanying notes.

STEREOTAXIS, INC.

STATEMENTS OF

58

OPERATIONS
Year Ended December 31,
2004 2003 2002
$ 17,219,080 $ 3,808,036 $ -
1,597,780 480,941 18,900
- 725,900 -
18,816,860 5,014,877 18,900
10,672,262 4,051,313 39,760
8,144,598 963,564 (20,860)
18,437,108 13,886,462 14,742,015 |
10,964,925 5,999,310 2,230,565 -
6,315,987 5,028,142 4,528,637
35,718,020 24,913,914 21,501,217
(27,573,422) (23,950,350) (21,522,077) |
811,049 375,361 434,470
(495,096) (461,848) (371,051)
$(27,257,469) $(24,036,837)  $(21,458.,658)
$ (2.38) 3 (18.37) $ (19.21)
11,470,310 1,308,805 1,117,301




nee at December 31, 2001

ance of Series D-3 convertible
eferred stock at $2.17 per share,
't of issuance costs of $287,262
rcise of stock warrants

rcise of stock options

rest receivable from sale of stock
erred compensation

“k-based compensation

asieats of notes receivable from
de of stock

ance of warrants to purchase
ymmon stock

ance of warrants to purchase
wvertible preferred stock in
wnection with long-term debt

Loss
=7 comprehensive income (loss):

Unrealized loss on short term
investments

iprehensive Loss

nee at December 31, 2002

accompanying notes.

STEREOTAXIS, INC.

STATEMENTS OF STOCKHOLDERS’ EQUITY

Convertible
Preferred Stock Common Stock
Notes Accumulated
Additional Receivable Other Total
Comprehensive Paid-In. Deferred  Treasury From Sale Accumulated Comprehensive Stockholders'
Income (Loss)  Shares  Amount Shares Amount _ Capital  Compensation  Stock  Of Stock Deficit Income (Loss) Equity
$ - 43483275 343,488 1261800 81262 §70.837047  $(1059.508)  $(2,156) $(423172) $(41,920.270) $ - $ 27,476,691
7,940,951 7.941 15,352,459 - - 15,360,400
205,791 206 - 289,365 - 289,571
128,123 128 94,210 - 94,338
- - (28,758) (28,758)
- 98,474 (98474)
- 483,638 - 483,638
12,585 12,585
- - - 1,584,202 - - 1,584,202
192,637 - 192,637
(21.458,658) - (21458,638) (21,458,658)
$(21,458,658) - -
51,635,017 $51,635 17389923 $1,390 $88448394 § (674344)  $(2,156) $(439,345) $(63.378928) $ - $ 24,006,646
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STEREOTAXIS, INC.

|

STATEMENTS OF STOCKHOLDERS’ EQUITY (CONTINUED)

Convertible
Preferred Stock Common Stock
Notes Accumulated |
Additional Receivable Other Total
Comprehensive Pg‘iid-ln Deferred  Treasury From Sale Accumulated Comprehensive Stockhol
Income (Loss) _ Shares  Amount Shares Amount _ Capital  Compensation  Stock  Of Stock Deficit Income (Loss) Equit

Issuance of Series D-2 convertibie
preferred stock at $2.17 per share, A
net of issuance costs of $17,953 $ - 2764978 § 2,765 - % - 8 545416 § -8 - § -8 . $ - § 54574

Issuance of Series E convertible
preferred stock at $2.93 per share,
net of issuance costs of $605,106 - 3,412,970 3413 - - 9,391,481 - - - - - 9,394,

Issuance of Series E-1 convertible
preferred stock at $2.93 per share, |
9,092,827 - - - - - 9,096,

net of issuance costs of $403,931 - 3242321 3,242 - .
Exercise of options - - - 125227 12§ 328,933 - - - - - 329,
Repurchase of common stock - - - - - - - (15,594) - - - (15,
Interest receivable from sale of ’

stock - - . - - - - - (21,653) - - (21
Deferred compensation - - - - - 653,625 (653,625)
Stock-based compensation - - - - - - 492,168 - - - - 492,
Payments from notes receivable '

from sale of stock - - - - - - - - 12,585 - - 12,
Issuance of warrants to purchase

common stock . - - - - 551,611 . - . - - 551,
Net foss (24,036,837) - - - - - - - - (24,036837) - (24,036,

Other comprehensive income (loss):

Unrealized loss on short term

investments - - . - . . - _
Comprehensive Loss $(24,036,837) - - - - - - - . . .
Balance at December 31, 2003 61055286 $61055 1515150 $1515 $113921587  $(835801)  $(17750) $(448.413) $(87415.765) $ - $ 25,266

See accompanying notes.




STEREOTAXIS, INC.

STATEMENTS OF STOCKHOLDERS’ EQUITY (CONTINUED)

Convertible
Preferred Stock Common Stock
Notes Accumulated
Additional Receivable Other Total

Comprehensive Paid-In Deferred Treasury From Sale Accumulated Comprehensive Stockholders’

Income (Loss)  Shares  Amount  Shares  Amount _ Capital  Compensation  Stock  Of Stock Deficit Income (Loss) Equity
ance of Series E-2 convertible
¢ferred stock at $10.55 per
are, net issuance costs of
15,523 $ 5,380,830 $ 5381 $ - 514087512 § $ $ $ 3 $ 14,092,953
=nce of warrants to purchase
ymmon stock - 1,603,493 1,603,493
ortization of stock-based
iipensation 654,501 - 654,501
wents of notes receivable
om sale of stock - 239,560 - 239,560
rests receivable from sale of
ock - 10,212 - - 10,212
version of convertible
eferred stock into common
ack (66,436,116)  (66,436) 19.282,324 19282 47,154 - -
version of convertible
vinissory note 271,739 m 2,173,646 - - 2,173,918
archase of common stock - - (144.899) - (144,899)
- of common stock (13) (103) 103 - -
~ace of common stock upon
ng of initial public offering
'd underwriter over-
istment, net of issuance costs
$2.919.794 5962352 5963  41434,041 - - 41,440,004
“cise of stock warrants - 20,104 20 0
cise of stock options - 135,386 135 385,567 385,702
iients of interest on nates
ceivable - - 25,209 25,209
*-based compensation 490,650 (490,650) - -
Loss (27,257 469) - (27.257,469) (27,257,469)
=1 comprehensive income
:alized loss on short term
vestments (95.144) - - - - - - (95,144) {95,144y
wirehensive Loss $(27,352,613) - - - -
nee at December 31, 2004 - 8 - 27,187042  $27,187 174143587  §(671950)  §(162.546) (173432) $(114,673.234)  $(95.144) $ 58,394,468

accompanying notes.




STEREOTAXIS, INC.

STATEMENTS OF CASH FLOWS

Cash flows from operating activities
Net loss
Adjustments to reconcile net loss to cash used in operating
activities:
Depreciation
Amortization
Stock-based compensation
Loss on asset disposal
Changes in operating assets and liabilities:
Accounts receivable
Notes receivable
Inventories
Prepaid expenses and other current assets
Other assets
Accounts payable
Accrued liabilities
Deferred revenue
Other
Net cash used in operating activities
Cash flows from investing activities
Sale of equipment
Purchase/disposal of equipment
Sale of available-for-sale investments
Purchase of available-for-sale investments
Net cash (used in) provided by investing activities
Cash flows from financing activities
Proceeds from long-term debt
Payments under long-term debt

Proceeds from issuance of stock and warrants, net of issuance
costs

Purchase of treasury stock

Payments received on notes receivable from sale of common
stock

Net cash provided by financing activities

Net increase (decrease) in cash and cash equivalents

Cash and cash equivalents at beginning of period

Cash and cash equivalents at end of period

Supplemental disclosures of cash flow information:
Noncash items:
Acquisition of purchased technology upon issuance of

convertible note payable

Conversion of note payable and accrued interest to common
stock

Acquisition of treasury shares in lieu of payment of notes
receivable

Interest paid

See accompanying notes.
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Year Ended December 31,
2003

2004 2002

$(27.257469)  $(24,036,837)  $(21,458,658)
754,710 447,786 406,766 \
133,333 55,556 -
452,130 492,168 483,638

42 425 - .
(8,061,484) (123,575) (80.,550)
114,939 (621,324) .
(243,766) (2,069,621) °©  (2,360,607)
(1,272,409) (405,987) (368,106)
(19,338) 18,778 (77,337)
431,976 192,136 169,638
773,983 2,379,901 | 468,440
2,227,365 (837,607) 826,000
109,735 39,232 (38,159)
(31,813,870) (24,469,394) (22,028,935)
1,489,904 . ;
(1,535,420) (2,057,671) (308,512)
6,936,710 - 1,788,105
(36,545,431) (5,124,365) .
(29,654,237) (7,182,036) 1,479,593
2,000,000 1,829,690 3,874,627
(2.,622,647) (2,482,240) (688,995) ;
57,522,153 24829113 17,521,148
(90) (15,594) )

119,960 12,585 12,585
57,019,376 24.173,554 20,719,365
(4,448731) (7,477,876) 170,023
21,356,247 28,834,123 28,664,100
$ 16,907,516 $ 21,356,247 $ 28,834,123
$ - $ 2,000,000 $ -
$ 2,173.918 $ - $ -
$ 144,809 $ - $ -
$ 422085 $ 394287 $ 371,051




Notes to Financial Statements

1. Description of Business

Stereotaxis, Inc. (the Company) designs, manufactures, and markets an advanced cardiology instrument
control system for the interventional treatment of coronary artery disease and arrhythmias. The Company also
markets and sells various disposable interventional devices, including catheters, guidewires and stent delivery
devices, for use in conjunction with its system. By 2003, the Company had received U.S. and European regulatory
approval for the core components of its system.

Prior to 2003, the Company’s principal activities involved obtaining capital, business development, perform-
ing research and development activities, and funding prototype development. As such, the Company was classified as
a development-stage company from its inception on June 13, 1990 through December 31, 2002. During 2003, the
Company emerged from the development- stage and began to generate revenue from the commercial launch of its
systems.

2. Summary of Significant Accounting Policies

Cash and Cash Equivalents

The Company considers all short-term deposits purchased with original maturities of three months or less to
be cash equivalents. The Company places its cash with high-credit-quality financial institutions and invests primarily
in money market accounts.

Investments

In accordance with Statement of Financial Accounting Standards (SFAS) No. 115, Accounting for Certain
Investments in Debt and Equity Securities, the Company’s investment securities are classified as available-for-sale and
are carried at market value, which approximates cost. Realized gains or losses, calculated based on the specific
identification method, were not material for the years ended December 31, 2004, 2003 and 2002. Interest and
dividends on securities classified as available-for-sale are included in interest income,

Accounts Receivable and Allowance for Uncollectible Accounts

Accounts receivable primarily include amounts due from hospitals and medical centers for acquisition of
magnetic systems and associated disposable device sales. Credit is granted on a limited basis, with most balances due
within 30 days of billing. The provision for bad debts is based upon management’s assessment of historical and
expected net collections considering business and economic conditions and other collection indicators.

Financial Instruments
Financial instruments consist of cash and cash equivalents, short-term investments, accounts receivable,

accounts payable and long-term debt. The carrying value of such amounts reported at the applicable balance sheet
dates approximates fair value.

Inventory
The Company values its inventory at the lower of cost, as determined using the first-in, first-out (FIFO)
method, or market. The Company periodically reviews its physical inventory for obsolete items and provides a

reserve upon identification of potential obsolete items.
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Property and Equipment

Property and equipment consist primarily of la
improvements and are stated at cost. Depreciation is ca
useful lives or life of the base lease term, ranging from o

Long-Lived Assets

If facts and circumstances suggest that a long-live
this review indicates that the carrying value of the asset
undiscounted cash flows related to the asset over its rem
estimated fair value.

Intangible Assets

Intangible assets consist of purchased technology
at the cost of acquisition on the acquisition date and amor
amortization at December 31, 2004 and 2003 is $188,889 a
2003 is $133,333 and $55,556, respectively, as determin
amortization of intangible assets is $133,333 annually thr

Use of Estimates

The preparation of financial statements in confo
United States requires management to make estimates a
and liabilities and disclosure of contingent assets and liabil
amounts of income and loss during the reporting period.

Revenue and Costs of Revenue

boratory, office, and computer equipment and leasehold

culated using the straight-line method over the estimated
ne to five years.

d asset may be impaired, the carrying value is reviewed. If
will not be recovered, as determined based on projected

aining life, the carrying value of the asset is reduced to its

arising out of collaboration with a strategic investor valued
tized over its estimated useful life of 15 years. Accumulated
nd $55,556, respectively. Amortization expense in 2004 and
ed under the straight-line method. The estimated future
ough June 2019.

rmity with accounting principles generally accepted in the
nd assumptions that affect the reported amounts of assets
ities at the date of the financial statements and the reported
Actual results could differ from those estimates.

The Company recognizes systems revenue from

‘system sales made directly to end users upon installation,

provided there are no uncertainties regarding acceptance, persuasive evidence of an arrangement exists, the sales

price is fixed or determinable, and collection of the related receivable is reasonably ensured. When installation is
required for revenue recognition, the determination of acceptance is made by the Company’s employees based on

criteria set forth in the terms of the sale. Revenue from sys

! o . X .
Fem sales made to distributors is recognized upon shipment

since these arrangements do not include an installation element or right of return privileges. If uncertainties exist

regarding collectability, the Company recognizes revenue

‘when those uncertainties are resolved. Amounts collected

prior to satisfying the above revenue recognition criteria are reflected as deferred revenue. Co-placement fees from

strategic partners for the Company’s collaboration in

|
C

ertain sales and marketing efforts will be recognized as

revenue when earned under the terms of the respective agreements. Revenue from services, whether sold individually

or as a separable unit of accounting in a multi-element
period, which is typically one year. Revenue from servi
maintenance plans. The Company recognizes revenue fro

\arrangement, is deferred and amortized over the service

ces is derived primarily from the sale of annual product

m disposable device sales or accessories upon shipment, and

an appropriate reserve for returns is established. Other‘ revenue represents a system sale for which the cost of
production was charged to research and development costs in 2002 and 2001.

Costs of revenue include direct product costs, ins
product maintenance costs. The Company also includes
contracts in the period in which the loss becomes known.

6

tallation labor, estimated warranty costs, and training and
in cost of revenue any expected loss related to executed
In the years ended December 31, 2004, 2003 and 2002, the
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Company incurred $103,494, $278,320 and $33,580, respectively, for costs in excess of contractual revenues, primarily
on certain system sales.

Research and Development Costs

Internal research and development costs, including clinical and regulatory costs incurred prior to receiving
Food and Drug Administration approval, are expensed in the period incurred. Directed research performed by
hospitals (which, at times, may also be customers) at the Company’s request are expensed in the period such services
are provided. Amounts paid for directed research were $481,949, $128,424, and $100,041 in 2004, 2003, and 2002,
respectively. Amounts receivable from strategic partners under research reimbursement agreements are recorded as
a contra-research and development expense in the period reimbursable costs are incurred. Advance receipts or other
unearned reimbursements are included in accrued liabilities on the accompanying balance sheet until earned.

Stock-Based Compensation

As permitted by SFAS No. 123, Accounting for Stock-Based Compensation, the Company has elected to
follow Accounting Principles Board (APB) Opinion No. 25, Accounting for Stock Issued to Employees, and related
interpretations in accounting for stock-based employee compensation. Under APB No. 25, if the exercise price of the
Company’s employee and director stock options equals or exceeds the estimated fair value of the underlying stock on
the date of grant and the number of options is not variable, no compensation expense is recognized. Options are
variable if the options are forfeitable when performance milestones described in the option agreements may not
occur. When the exercise price of the employee or director stock options is less than the estimated fair value of the
underlying stock (intrinsic value) at the date of grant or for variable options through the vesting or forfeiture date, the
Company records deferred compensation for the intrinsic value and amortizes the amount to expense over the service
period on a straight-line basis. Deferred compensation for variable options granted to employees and directors is
periodically remeasured through the vesting or forfeiture date.

Stock options issued to nonemployees, including individuals for scientific advisory services, are recorded at
their fair value as determined in accordance with SFAS No. 123 and Emerging Issues Task Force (EITF) No. 96-18,
Accounting for Equity Instruments That Are Issued to Other Than Employees for Acquiring, or in Conjunction With
Selling, Goods or Services, and recognized over the service period. Deferred compensation for options granted to
nonemployees is periodically remeasured through the vesting or forfeiture date.
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The following table illustrates the effect on net loss if the Company had applied the fair value recognition
provisions of SFAS No. 123 to stock-based employee compensation:

Year Ended December 31,

2004 2003 2002

Net loss, as reported $(27,257,469) $(24,036,837) $(21,458,658)
Add total stock-based compensation cost

included in net loss 452,130 492,168 483,638
Deduct total stock-based compensation

expense under fair value method (2,873,162) (1,793,447) (1,104,659)
Pro forma net loss $(29.678,501) $(25,338,116) $(22,079,679)
Net loss per share, basic and diluted, as

reported $ (238 $ (1837)  § (19.21)
Net loss per share, basic and diluted, pro

forma $ (259) % (19.36)  $ (19.76)

The fair value of each option is estimated on the date of grant using the Black-Scholes option pricing model
with the following weighted average assumptions for the years ended 2004, 2003 and 2002: dividend yield of 0%,
expected volatility ranging from 70% to 120%, risk-free 1qterest rates ranging from 1.09% to 5.28%, and an initial
expected life ranging from six to ten years. The weighted average fair value of the options at grant date was $7.49, |
$5.94, and $4.75, for 2004, 2003 and 2002, respectively. Future pro forma results of operations may be materially

different from amounts reported, as future years will include the effects of additional stock option grants.

Option valuation models require the input of highly subjective assumptions. Because the Company’s
employee stock options have characteristics significantly different from those of traded options and because changes
in the subjective input assumptions can materially affect|the fair value estimate, in management’s opinion, the
existing models may not accurately reflect the fair value of employee stock options.

In December 2004, the Financial Accounting Standards Board (FASB) issued Statement of Financial
Accounting Standards (SFAS) No. 123 (revised 2004), “Shére Based Payment”. SFAS No. 123(R) supersedes APB
Opinion No. 25 and requires recognition of an expense vs‘/hen goods or services are provided. SFAS No. 123(R)
requires the determination of the fair value of the share- bas‘ed compensation at the grant date and the recognition of
the related expense over the period in which the share-based compensation vests. The Company intends to adopt the
provisions of SFAS No. 123(R) effective July 1, 2005. These new accounting rules will lead to a decrease in reported
earnings and the Company has not yet determined the exact impact SFAS No. 123(R) will have on its financial

statements.

Net Loss per Share

Basic loss per common share is computed by dividing the net loss for the period by the weighted average
number of common shares outstanding during the period. D‘\iluted loss per share is computed by dividing the loss for
the period by the weighted average number of common and common equivalent shares outstanding during the

period.

The Company has excluded all preferred stock, o‘utstanding options and warrants, and shares subject to
repurchase from the calculation of diluted loss per common share because all such securities are antidilutive for all
periods presented.
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Income Taxes

In accordance with SFAS No. 109, Accounting for Income Taxes, a deferred income tax asset or liability is
determined based on the difference between the financial statement and tax basis of assets and liabilities as measured
by the enacted tax rates that will be in effect when these differences reverse. The Company provides a valuation
allowance against net deferred income tax assets unless, based upon available evidence, it is more likely than not the
deferred income tax assets will be realized.

Patent Costs

Costs related to filing and pursuing patent applications are expensed as incurred, as recoverability of such
expenditures is uncertain.

Concentrations of Risk
The majority of the company’s cash, cash equivalents and investments are deposited with one major financial
institution in the United States of America. Deposits in this institution exceed the amount of insurance provided on
such deposits.
One customer, Siemens, accounted for $3,996,568, or 21%, of total net sales for the year ended December 31,
2004. We did not have one customer accounting for 10% or more of our total net sales for the year ended December
31, 2003.
Comprehensive Income (Loss)
Comprehensive income (loss) generally represents all changes in stockholders’ equity except those resulting
from investments by stockholders, and includes the Company’s unrealized losses on marketable securities of $95,144
at December 31, 2004.

Reclassifications

Certain amounts in the prior year financial statements have been reclassified to conform to current year
presentation.




3. Investments

The following table summarizes available-for-sale securities included in short and long-term investments as
of the respective dates:

December 31, 2004 December 31, 2003
Fair Fair
Cost Unrealized Value Cast Unrealized Value
Gains Losses Gains Losses
Short-term investments:
Corporate debt $ 6,895,637 § - $(276,708)| $ 6,618,929  $5,124,365 $ - 3 - $5,124.,365
U.S. government agency 12,044,291 102,617 - 12,146,908 - - - -
Commercial paper 9,838,684 136,797 - 9,975,481 - - - -
Total short-term
investments 28,778,612 239414 (276,708) | 28,741,318 5,124,365 - - 5,124,365
Long-term investments:
Corporate debt 1,919,737 - (42,876) 1,876,861 - - - -
U.S. government agency 4,034,738 1,088 (16,062) | 4,019,764 - - - -
Total long-term
investments 5,954,475 1,088 (58,938) | 5,896,625 - - - -
Total $34,733,087  $240,502  $(335,646) \ $34,637,943  $5,124,365 $ - $ - $5,124,365

The Company views its available-for-sale portfoli? as available for use in its current operations. The
following is a summary of the cost and estimated fair value of available-for-sale securities at December 31, 2004, by
maturity date:

2004
Fair
Cost Value
Mature in less than 1 year $28,778,612 $28,741,318
Mature in one year 5,954,475 5,896,625
Total $34,733,087 $34,637,943
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4. Inventory

Inventory consists of:

December 31,

2004 2003
Raw Materials $ 1,401,591 $ 975,052
Work in Process 498,174 487344
Finished Goods ) 2,886,984 3,073,584
Reserve for obsolescence (112,755) (105,752)

$ 4,673,994 $ 4,430,228

5. Property and Equipment

Property and equipment consist of the following:

December 31,
2004 2003
Equipment $ 2,972,314 $ 1,806,186
Equipment held for lease - 1,533,094
Leasehold improvements 380,062 309,213
3,352,376 3,648,493
Less accumulated depreciation 1,794,529 1,339,026

$ 1,557,847 $ 2,309,467

Equipment held for lease at December 31, 2003 consisted of medical devices provided to customers under a
prepaid operating lease arrangements, whereby the Company was the lessor. Amounts prepaid under the five-year
operating leases are included in deferred revenue until earned over the term of the lease. During 2004, the Company
sold all equipment held for lease. Depreciation expense for the years ended December 31, 2004, 2003 and 2002 is
$628,725, $447,786, and $406,766, respectively.

6. Related Party Transactions

In the normal course of business, the Company has entered into an agreement with Biosense Webster, Inc., a
subsidiary of Johnson and Johnson and an investor, under which the Company jointly develops integrated systems
and certain disposable interventional devices. Amounts paid to this investor under this agreement totaled $3,417,522
and $972,190 in 2004 and 2003, respectively. In addition, the Company is entitled to receive royalty payments from the
investor based on a profit formula pertaining to sales of certain disposable devices. The Company has not received
any royalty payments to date under this agreement. In the event that the Company elects to terminate this agreement
in certain specified change of control situations, the strategic investor would be entitled to a termination payment of
5% of the total equity value of the Company in the change of control transaction up to a maximum of $10 million.
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7. Accrued Liabilities

Accrued liabilities consist of the following:

December 31,
2004 2003
Accrued salaries, bonus, and benefits $2,006,700 $1,570,063
Accrued research and development 1,446,201 727,143
Accrued legal and other professional fees 623,411 968,532
Other 1,633,904 1,670,495

$5,710,216 $4,936,233

8. Long-Term Debt
Long-term debt consists of the following:

December 31,

2004 2003

Revolving credit agreement, due June 2006 $ - $1,250,000
Term note, due December 2004 - 711,469
Term note, due September 2005 243,768 571,613
Term note, due June 2007 1,666,666 -
Pay-in-kind note, due August 2006 - 2,000,000

1,910,434 4,533,082
Less current maturities 910,434 2,289,314

$1,000,000 $2,243,768

In January 2002, the Company entered into a term note due in December 2004 with its primary lender for

$2,000,000 (January 2002 term note). In conjunction with the January 2002 term note, the Company issued its primary
lender warrants to purchase 14,081 shares of Company’s common stock at a price per share of $7.81. The total
proceeds under the January 2002 term note of $2,000,000 we:re allocated between the term note and the warrants
based on an estimate of each security’s fair value at the date of issuance. Under the January 2002 term note, the

Company was required to make equal payments of principal and interest, at 10%, through December 2004 plus a final
payment of 4% of the original note.

The warrants expire after five years and can be exercised at any time. The fair value assigned to the warrants

of $92,793 was reflected in additional paid-in capital on the ba‘lance sheet and amortized to interest expense over the
life of the January 2002 term note. Fair value was determined 1‘1tilizing the Black-Scholes valuation method, assuming
a volatility of 12(1%, a risk-free interest rate of 3% and an expected life of five years.

In March 2002, the Company entered into a revolvirilg line of credit agreement (Revolving Credit Agree-
ment) with a maximum borrowing capacity of $2,000,000, limited to the value of qualifying receivable and inventory
balances, with its primary lender. In conjunction with the Revolving Credit Agreement, the Company issued its
primary lender warrants to purchase 10,241 shares of the Company’s common stock at a price per share of $7.81. The
Revolving Credit Agreement was amended in July 2003 to increase the maximum borrowing capacity to $3,000,000,
and in April 2004 to increase the maximum borrowing capacity to $8,000,000. Borrowings under the Revolving Credit

Agreement are subject to monthly interest at the lender’s prime rate plus 1.25%, subject to a minimum interest rate of
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5.25%, and are due in full in April 2006. The Company is required to maintain a ratio of “‘quick” assets (cash, cash
equivalents, accounts receivable and short term investments) to current liabilities (less deferred revenue) of at least
1.5 to 1. In November, 2004, the Agreement was amended to require that the Company maintain a minimum tangible
net worth of at least $30.0 million. Remaining available borrowing capacity at December 31, 2004 is $8,000,000.

The warrants issued in conjunction with the Revolving Credit Agreement expire after five years and can be
exercised at any time. The fair value assigned to the warrants of $67,264 is reflected in additional paid-in capital on the
balance sheet and amortized to interest expense over the 12-month life of the Revolving Credit Agreement. Fair
value was determined utilizing the Black-Scholes valuation method, assuming a volatility of 120%, a risk-free interest
rate of 3% and an expected life of five years.

In October 2002, the Company entered into a term note due in September 2005 with its primary lender for
$1,000,000 (October 2002 term note). In conjunction with the October 2002 term note, the Company issued its
primary lender warrants to purchase 5,000 shares of the Company’s common stock at a price per share of §7.81, The
total proceeds under the Octaber 2002 term note of $1,000,000 were allocated between the term note and the
warrants based on an estimate of each security’s fair value at the date of issuance. Under the October 2002 term note,
the Company is required to make equal payments of principal and interest, at 10%, through September 2005 plus a
final payment of 3% of the original note.

The warrants expire after five years and can be exercised at any time. The fair value assigned to the warrants
of $32,580 was reflected in additional paid-in capital on the balance sheet and amortized to interest expense over the
life of the October 2002 term note. Fair value was determined utilizing the Black-Scholes valuation method, assuming
a volatility of 120%, a risk-free interest rate of 3% and an expected life of five years.

In April 2004, the Company entered into a term note due in June 2007 with its primary lender for $2,000,000,
which was drawn down in June 2004 (April 2004 term note). The Company is required to make equal payments of
principal and interest, at 7%, through June 2007.

The January 2002 term note, Revolving Credit Agreement, October 2002 term note and April 2004 term note
(collectively, the Credit Agreements) are secured by substantially all of the Company’s assets. The Credit Agree-
ments also include certain equity level covenants and require the Company to maintain minimum liquidity levels. The
Company is also required under the Credit Agreements to maintain its primary operating account and the majority of
its cash and investment balances in accounts with the primary lender.

In August 2003, the Company issued a $2,000,000 cumulative convertible pay-in-kind 8%, three-year note to
a strategic partner pursuant to an agreement between the parties to transfer certain purchased technology to the
Company, which is treated as a noncash activity in the accompanying statement of cash flows. The balance of the note,
including accrued and unpaid interest, was automatically converted into shares of common stock immediately prior to
the closing of the initial public offering of the Company’s common stock at a conversion price equal to the gross per
share proceeds to such offering, prior to deduction of underwriting commissions and discounts. As of December 31,
2003, $67,561 of interest was accrued on this note. Upon the closing of the Company’s initial public offering of its
stock in August 2004, this note was converted into 271,739 shares of common stock.

Contractual principal maturities of long-term debt at December 31, 2004 are as follows:

2005 $ 910434
2006 666,667
2007 333,333

$1,910,434
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9. Lease Obligations

The Company leases its facilities under operating lea?es. For the years ended December 31, 2004, 2003, and
2002 rent expense was $857,533, $660,901, and $569,079, respectively.

In November 2004, the Company entered into an ofﬁcfe lease agreement under which the Company will lease
space in a new building. The Company intends to move its current headquarters to the new facilities in St. Louis, MO.

The escalating lease is effective December 1, 2005 and has aterm of ten years.

The future minimum lease payments under noncancelable leases as of December 31, 2004 are as follows:

Operating
Year Lease

2005 $ 792,239
2006 784,992
2007 707,561
2008 747,766
2009 890,272
Beyond 2009 6,550,023
Total minimum lease payments $10,472,853

10. Stockholders’ Equity

Initial Public Offering

On August 12, 2004, the Company completed an initial public offering in which it sold 5,500,000 shares of its
common stock at $8.00 per share for proceeds of approximately $38.0 million, net of underwriting discounts and other
offering costs. Upon the closing of the offering, all of the ‘Company s outstanding shares of convertible preferred
stock converted into 19,282,325 shares of common stock mcludmg 827,953 shares issued as a result of anti-dilution
provisions with respect to certain series of our preferred stock. On September 3, 2004, the underwriters exercised an
over-allotment option to purchase an additional 462 352 shares, resulting in net cash proceeds of approximately $3.4

million.

Common Stock

In July 2004 the Company completed a 1-for-3.6 reverse s stock split affecting all of its outstanding shares of
common stock. As a result of this split, the conversion conver51on ratio of our convertible preferred stock into
common stock was adjusted accordingly. Upon the closing of the initial public offering of the Company’s stock all of

the shares of preferred stock automatically converted into shares of common stock.

The holders of common stock are entitled one vote for each share held and to receive dividends whenever

funds are legally available and when declared by the Boar(‘i of Directors subject to the prior rights of holders of all
classes of stock having priority rights as dividends. No dividends have been declared or paid as of December 31, 2004.
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The Company has reserved shares of common stock for the exercise of warrants, the issuance of options
granted under the Company’s stock option plan and its stock purchase plan as follows:

December 31,

2004 2003
Convertible preferred stock - 16,959,801
Warrants 1,135,526 894,204
Stock option plan 2,439,765 1,975,265
Employee Stock Purchase Plan 277,777 -

3,853,068 19,829,270

The Company has outstanding shares of common stock that are subject to the Company’s right to repurchase
at the original issuance price upon the occurrence of certain events as defined in the agreements related to the sale of
such stock. As of December 31, 2004 and 2003, shares subject to repurchase were 8,681 and 55,497, respectively.

Convertible Preferred Stock

Upon the closing of the Company’s initial public offering in August 2004, all of the outstanding shares of
convertible preferred stock converted into 19,282,325 shares of common stock

As of December 31, 2003, the Company had convertible preferred stock outstanding as follows:

Price Paid Liquidation Value

Date Issued Series Per Share Number of Shares December 31, 2003
December 1990 A $0.50 400,000 § 461,667
April 1993 A 0.45 2,222,222 2,216,666
September 1994 A 1.00 50,000 49,875
December 1994 B 0.72 4,139,117 5,611,952
April 1995 B 0.72 520,833 669,705
November 1996-February 1997 B 0.72 2,352,949 2,860,793
June-December 1998 C 1.50 11,999,987 27,737,470
April 2000 D 217 11,751,147 34,849,985
November-December 2001 D-1 2.17 10,052,020 26,357,234
October 2002 C 1.50 205,791 345,986
December 2002 D-2 2.17 7,940,950 19,026,849
January 2003 D-2 2.17 2,764,979 6,550,002
June 2003 E 293 3,412,970 10,541,668
December 2003 E-1 2.93 3,242,321 9,539,584
61,055,286 $146,819,436

As a result of our reverse 1-for-3.6 common stock split in July 2004, the conversion ratio for preferred shares
into common shares was automatically adjusted accordingly.

Prior to the conversion of preferred stock to common stock in conjunction with our initial public offering in
August 2004, preferred stockholders were entitled to cumulative dividends at the rate of $0.05, $0.07, $0.15, $0.217,
$0.217,$0.217, $0.293, $0.293, and $0.293 per share per annum (post split basis) on each outstanding share of Series A,
B, C,D, D-1, D-2, E, E-1, and E-2 preferred stock as adjusted for stock splits and recapitalizations, if declared by the
Board of Directors, payable in preference to common stock dividends. No dividends have been declared or paid by
the Company.
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Prior to the conversion of preferred stock to common stock in conjunction with our initial public offering in

August 2004, preferred shareholders were entitled to certain liquidation preferences. Preferred shares’ liquidation

value equaled the original purchase price plus amounts equ}aI to all dividends in arrears. Cumulative dividends in

arrears totaled $0 and $32,171,521 at December 31, 2004 and 2003, respectively; however, as mentioned above, no
dividends have been declared. Prior to the conversion of pr(eferred stock into common stock, holders of common
stock were entitled to their pro-rata share of the assets of the Company after liquidation payments were made to the
preferred stockholders. As of December 31, 2004, all of the Company’s preferred shares had been converted to
common shares.

Notes Receivable

At December 31, 2004 and 2003, an officer of the Co‘mpany, consultants, members of the Board of Directors,
and employees have outstanding promissory notes includipg accrued and unpaid interest totaling $173,432 and

$448,413, respectively, related to the sale of common stock to such individuals. The notes are full-recourse and are

also secured by the underlying stock. These notes bear interejst at a range from 4.5% to 8.0% per annum and are due

from 2005 through 2006. These notes receivable are reflected on the balance sheets as a component of stockholders’
equity.

Stock Option Plans

In 2002, the Board of Directors adopted a stock incentive plan (the 2002 Stock Incentive Plan) and a
nonemployee directors’ stock plan (2002 Director Plan). In 1994, the Board of Directors adopted the 1994 Stock

Option Plan. At December 31, 2004 and 2003, the Board of Directors has reserved a total of 2,439,765 and 1,975,265
respectively, shares of the Company’s common stock to pro“vide for current and future grants under the 2002 Stock
Incentive Plan and the 2002 Director Plan and for all current grants under the 1994 Stock Option Plan. In 2002, the

Board of Directors adopted a provision providing for an anpual increase in the number of shares reserved for stock
options of the lesser of 3.25% of outstanding common shares or 833,333 shares, on January 1 of each year through

January 1, 2007.

The 2002 Stock Incentive Plan aliows for the grant (?f incentive stock options and non-qualified stock options
to employees, Board members, and consultants. Options granted under the 2002 Stock Incentive Plan expire no later

than ten years from the date of grant. The exercise price of ?ach incentive stock option shall not be less than 100% of
the fair value of the stock subject to the option on the date the option is granted. The exercise price of each non-

qualified option shall not be less than 85% of the fair value (‘J)f the stock subject to the option on the date the option is
granted. The vesting provisions of individual options may vary, but incentive stock options generally vest 25% on the
first anniversary of each grant and 1/48 per month over the next three years. Non-qualified stock options generally

vest ratably over a period of two to four years.

The 2002 Director Plan allows for the grant of non-qualified stock options to the Company’s nonemployee

directors. Options granted under the 2002 Director Plan e%(pire no later than ten years from the date of grant. The
exercise price of options under the 2002 Director Plan shall not be less than 100% of the fair value of the stock subject

to the option on the date the option is granted. The options generally vest 100% on the first anniversary of each grant.

|

The 1994 Stock Option Plan allows for the grant of incentive stock options and non-qualified stock options to

employees, Board members, and consultants to the Comgany. Options granted under the 1994 Stock Option Plan
expire no later than ten years from the date of grant. The ex‘ercise price of each incentive stock option shall be not less
than 100% of the fair value of the stock subject to the option on the date the option is granted. The exercise price of

each non-qualified option shall be not less than 85% of the ‘falr value of the stock subject to the option on the date the
option is granted. The vesting provisions of individual optiens may vary but in each case will provide for vesting of at

least 20% of the total number of shares subject to the option per year. Options granted may be exercised prior to
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vesting, in which case the related shares would be subject to repurchase by the Company at original purchase price
until vested. In February 2002, the Compensation Committee of the Board of Directors resolved to remove any
performance or milestone related provisions of certain stock option arrangements. The intrinsic value of these
options related to the unvested portion of these options is being amortized to compensation expense over the
remaining vesting period. In addition, in February 2002, the Board accelerated vesting on certain stock options
granted to certain advisors to the Company and to nonemployee Board members.

As of December 31, 2004, 2003, and 2002, 1,362,239, 683,906, and 237,077 options were vested and
outstanding under all stock plans, respectively.

A summary of the options outstanding is as follows:

Weighted
Number of Range of Average Price

Shares Exercise Price per Share
Outstanding, December 31, 2001 746,219 $0.14-$1.62 $1.14
Granted 775,694 $4.75-85.94 $4.96
Exercised (128,123) $0.25-31.62 $2.39
Forfeited (103,268) $0.54-$5.94 $0.72
Outstanding, December 31, 2002 1,290,522 $0.14-$5.94 $3.35
Granted 635,972 $5.94 $5.94
Repurchased 14,323 $1.08-$1.37 $1.09
Exercised (125,227) $0.25-$5.94 $2.57
Forfeited (139,370) $0.54-$5.94 $4.33
Outstanding, December 31, 2003 1,676,220 $0.25-$5.94 $4.29
Granted 935553 $4.75-811.54 $7.49
Repurchased 115 $0.78 $0.78
Exercised (135,387) $0.25-$5.94 $2.84
Forfeited (223,331) $0.54-37.02 $6.33
Outstanding, December 31, 2004 2,253,170 $0.25-$11.54 $5.50

As of December 31, 2004 and 2003, the weighted average remaining contractual life of the options
outstanding was 8.1 years and 8.0 years, respectively.

Deferred Compensation

For the years ended December 31, 2004, 2003, and 2002, the Company recorded stock-based compensation
expense related primarily to grants of non-qualified options to consultants and other nonemployees of $452,130,
$492,168, and $483,638, respectively. As further described in Note 2, the Company records stock-based compensation
expense to non-employees under EITF No. 96-18 based on the fair value of the equity instrument issued as
determined using the Black-Scholes valuation method. As of December 31, 2004, deferred compensation of $671,950
is expected to be expensed over the term of the underlying options in future years as follows:

2005 $422,574
2006 223,135
2007 26,241
Total $671,950
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Deferred compensation is recorded as a separate|component of stockholders’ equity. As of December 31,
2004 and 2003, $610,093 and $688,851, respectively, of deferred compensation is subject to periodic remeasurement.

In 2003, the Company recognized additional deferred compensation of $360,297 related to modification of an
option grant to allow an employee to retain and continue to vest in outstanding options upon change to nonemployee
status.

Warrants

As of December 31, 2004, the Company has issued warrants to purchase 418,819 shares of common stock at
$7.81 per share exercisable through December 2006, warrants to purchase 446,063 shares of common stock at $7.81
exercisable through December 2007 and warrants to purcﬂase 298,936 shares of common stock at $10.55 per share
exercisable through February 2009. All such warrants were issued in connection with a corresponding issuance of
convertible preferred stock and were credited to additional paid-in capital at their fair value with a corresponding
reduction to preferred offering proceeds. During 2004, warrants for 57,604 were exercised under a cashless exercise

.. . |
provision of the warrant agreements for a net issuance of 20,104 shares of common stock.

Additionally, in connection with closing its credit agreements in 2002, the Company issued to its primary
lender warrants to purchase 29,322 shares of its common stoek at $7.81 per share exercisable through various times in
2007. These warrants were accounted for as described in Note 8. The fair values of all warrants were estimated using

the Black-Scholes valuation method.

11. Income Taxes

The provision for income taxes consists of:

Year Ended December 31,
2004 | 2003 2002
Deferred:
Federal $ 9,502,076 $ 8,683,446 $ 7,521,820
State and local 950 374 879.474 861,391
10,452, 450 9,562,920 8,383,211
Valuation allowance (10,452 450) {9,562.,920) (8,383,211)
$ -3 -8 -
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The provision for income taxes varies from the amount determined by applying the U.S. federal statutory
rate to income before income taxes as a result of the following:

Year Ended December 31,

2004 2003 2002
U.S. statutory income tax rate 34.0% 34.0% 34.0%
State and local taxes, net of federal tax benefit 3.6% 3.6% 3.6%
Permanent differences between book and tax

and other (1.5%) 0.3% 0.5%

Research credits 2.2% 2.3% 0.9%
Valuation allowance (383%)  (40.2%)  (39.0%)
Effective income tax rate 0.0% 0.0% 0.0%

In assessing the realizability of deferred tax assets, management considers whether it is more likely than not
that some portion or all of the deferred tax assets will not be realized. The ultimate realization of deferred tax assets is
dependent upon the generation of future taxable income during the periods in which those temporary differences
become deductible. Management considers projected future taxable income and tax planning strategies in making
this assessment. Based upon the level of historical taxable losses, limitations imposed by Section 382 of the Internal
Revenue Code and projections for future losses over periods which the deferred tax assets are deductible, manage-
ment determined that a 100% valuation allowance of deferred tax assets was appropriate.

The components of the deferred tax asset are as follows:

December 31,
2004 2003

Current accruals $ 664,369 $ 1,212,564
Depreciation and amortization 815,785 833,002
Deferred compensation 685,653 540,246
Net operating loss carryovers 40,718,018 30,418,180
Research and development credit carryovers 2,697,032 2,077,280
45,581,357 35,081,272

Valuation allowance (45,581,357) (35,081,272)
$ N -

As of December 31, 2004, the Company has federal net operating loss carryforwards of $108,127,100. The net
operating loss carryforwards will expire at various dates beginning in 2003, approximately $2,093,000 will expire
between 2005 and 2009 and approximately $106,034,000 will expire between 2010 and 2024, if not utilized. As of
December 31, 2004, the Company had federal research and development credit carryforwards of $2,697,000, which
will expire at various dates beginning in 2006 through 2024, if not utilized. Of the $108.1 miilion net operating loss,
approximately $5.6 million is limited as to its use prior to December 31, 2007.

12. Restructuring Charge

During 2002, the Company decided to discontinue its embolic product line. This resulted in the Company
incurring total restructuring expenses, included in research and development, of approximately $267,000, consisting
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primarily of employee severance costs and cancellation of contract research agreements. The Company utilized this
entire accrual in 2003.

13. Net Loss per Share

The following is a reconciliation of the numerator (net loss) and the denominator (number of shares) used in
the basic and diluted earnings per share calculations:

Year Ended
December 31,
| 2004 2003 2002
Basic and diluted:

Net loss $(27,257,469) $(24,036,837) $(21,458,658)
Weighted average common shares outstanding 11,502,781 1,424,216 1,326,537
Less weighted average shares subject to

repurchase ’ 32,471 115,411 209,236
Weighted average shares used in basic and /

diluted net loss per share 11,470,310 1,308,805 1,117,301
Net loss per share $f {2.38) $ (18.37) $ (19.21)

The following table sets forth the number of common shares that could result from conversion or exercise of
the following instruments as of the year ended:

December 31,
2004 2003 2002
Preferred stock (as if converted) - 16,959,801 14,343,060
Options to purchase common stock 2,253,170 1,676,220 1,290,523
Common stock subject to repurchase 8,681 55,498 168,250
Warrants 1,135,526 894,204 779,022

3,397,377 19,585,723 16,580,855

14. Employee Benefit Plan

Beginning in 2002, the Company offered employees the opportunity to participate in a 401(k) plan. The
Company matches employee contributions dollar for dollarjup to 3% of the employee’s salary during the employee’s
period of participation. For the years ended December 31, 2004, 2003, and 2002, the Company expensed $361,008,
$264,965, and $222,081, respectively, related to the plan.

15. Commitments and Contingencies

The Company at times becomes a party to claims|in the ordinary course of business. Management believes
that the ultimate resolution of pending or threatened proceedings will not have a material effect on the financial
position, results of operations, or liquidity of the Company.
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16. Quarterly Data (Unaudited)

The following tabulations reflect the unaudited quarterly results of operations for the years ended December
31, 2004 and 2003:

Basic and
Diluted
Net Gross Net Loss Per
Sales Profit Loss Share
2004
First quarter $3,073,891 $ 591,477 $(7,849,997) $(5.34)
Second quarter 3,908,934 1,413,917 (8,366,093) (5.46)
Third quarter 5,713,611 2,984,093 (5,317,489) {0.34)
Fourth quarter 6,120,424 3,155,111 (5,723,890) (0.21)
2003
First quarter $ 386,073 $ (114,864) $(4,905,670) $(3.96)
Second quarter 1,742,967 660,400 (4,846,292) (3.77)
Third quarter 1,040,932 439,310 (6,194,112) (4.68)
Fourth quarter 1,844,905 (21,282) (8,090,763) (5.83)

17. Segment Information

The Company considers reporting segments in accordance with SFAS 131, Disclosures about Segments of an
Enterprise and Related Information. The Company’s system and disposable devices are developed and marketed to a
broad base of hospitals in the United States and Europe. Management considers all such sales to be part of a single
operating segment.

Geographic revenues are as follows:

Year Ended December 31,
2004 2003 2002
United States $12,578,610 $3,577,899 $18,900
International 6,238,250 1,436,978 -
Total $18,816,860 $5,014,877 $18,900

All of the Company’s long-lived assets are located in the United States.




ITEM 9. CHANGES IN AND DISAGREEMENTS WITH ACCOUNTANTS ON ACCOUNTING AND
FINANCIAL DISCLOSURE

None.
ITEM 9A. CONTROLS AND PROCEDURES

Disclosure Controls and Procedures: The Company’s management, with the participation of the Company’s
Chief Executive Officer and Chief Financial Officer, has evaluated the effectiveness of the Company’s disclosure
controls and procedures (as such term is defined in Rules 13a-15(e) and 15d-15(e) under the Securities Exchange Act
of 1934, as amended (the “Exchange Act”)), as of the end of the period covered by this report. Any controls and
procedures, no matter how well designed and operated, can provide only reasonable assurance of achieving the
desired control objectives, and management is required to apply its judgment in evaluating the cost-benefit relation-
ship of possible controls and procedures. Based on such evaluation, the Company’s Chief Executive Officer and Chief
Financial Officer have concluded that, as of the end of such period, the Company’s disclosure controls and procedures
provided reasonable assurance that the disclosure controls and procedures are effective in recording, processing,
summarizing and reporting, on a timely basis, information required to be disclosed by the Company in the report that
it files or submits under the Exchange Act.

Internal Control Over Financial Reporting: The Company’s management, with the participation of the
Company’s Chief Executive Officer and Chief Financial Officer, also conducted an evaluation of the Company’s
internal control over financial reporting to determine whether any changes occurred during the period covered by this
report that have materially affected, or are reasonably likely to materially affect, the Company’s internal control over
financial reporting. Based on that evaluation, there has been no such change during the period covered by this report.

ITEM 9B. OTHER INFORMATION
None.
PART 111

Certain information required by Part I11 is omitted from this Report on Form 10-K since we intend to file our
definitive Proxy Statement for our next Annual Meeting of Stockholders, pursuant to Regulation 14A of the
Securities Exchange Act of 1934, as amended (the “Proxy Statement’), no later than April 30, 2005, and certain
information to be included in the Proxy Statement is incorporated herein by reference.

ITEM 10. DIRECTORS AND EXECUTIVE OFFICERS OF THE REGISTRANT

Information required by this item concerning our executive officers and directors is incorporated by
reference to the information set forth in the section entitled “Directors and Executive Officers” in our Proxy
Statement. Information regarding Section 16 reporting compliance is incorporated by reference to the information
set forth in the section entitled “Section 16(a) Beneficial Ownership Reporting Compliance” in our Proxy Statement.

Our Board of Directors adopted a Code of Business Conduct and Ethics for all of our directors, officers and
employees effective August 1, 2004. Stockholders may request a free copy of our Code of Business Conduct and
Ethics from our Chief Financial Officer as follows:

Stereotaxis, Inc.

Attention: James M. Stolze
4041 Forest Park Avenue
St. Louis, MO 63108
314-615-6940
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To the extent required by law or the rules of the Nasdaq National Market, any amendments to, or waivers
from, any provision of the Code of Business Conduct and Ethics will be promptly disclosed publicly. To the extent
permitted by such requirements, we intend to make such public disclosure by posting the relevant material on our
website (www.stereotaxis.com) in accordance with SEC rules.

ITEM 11. EXECUTIVE COMPENSATION

The information required by this item regarding executive compensation is incorporated by reference to the
information set forth in the sections titled “Executive Compensation” in our Proxy Statement.

ITEM 12. SECURITY OWNERSHIP OF CERTAIN BENEFICIAL OWNERS AND MANAGEMENT AND
RELATED STOCKHOLDER MATTERS

The information required by this item regarding security ownership of certain beneficial owners and
management is incorporated by reference to the information set forth in the section titled ““Security Ownership of
Certain Beneficial Owners and Management’ in our Proxy Statement.

The following table summarizes certain information regarding our securities that may be issued pursuant to
our equity compensation plans as of December 31, 2004,

Number of securities
remaining available for
future issuance under

Number of securities to Weighted-average equity compensation
be issued upon exercise exercise price of plans (excluding
of outstanding options, outstanding options, securities reflected in
Plan Category warrants and rights (1) warrants and rights column (a))}(1)
‘ (a) (b) (©
Equity compensation plans
approved by security holders 3,388,696 $6.52 464,372
Equity compensation plans not
approved by security holders - - -
Total 3,388,696 .52 464,372

(1) Includes 277,777 shares reserved for issuance under the 2004 Employee Stock Purchase Plan. Excludes automatic
annual increases to shares by which on January 1 of 2005, 2006 and 2007, the lesser of (i) 3.25% of the total
outstanding shares as of each such date or (ii) 833,333 shares will be allocated to the 2002 Stock Incentive Plan.
Number of shares of common stock is subject to adjustment for changes in capitalization for stock splits, stock
dividends and similar events.

ITEM 13. CERTAIN RELATIONSHIPS AND RELATED PARTY TRANSACTIONS

The information required by this item regarding certain relationships and related transactions is incorporated
by reference to the information set forth in the section titled ““Certain Relationships and Related Party Transactions”
in our Proxy Statement.

ITEM 14. PRINCIPAL ACCOUNTING FEES AND SERVICES

The information required by this item regarding principal accounting fees and services is incorporated by
reference to the information set forth in the section titled “Principal Accounting Fees and Services” in our Proxy
Statement.
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PART IV
ITEM 15: EXHIBITS AND FINANCIAL STATEMENT SCHEDULES
(a) The following documents are filed as part of this Annual Report on Form 10-K
(1) Financial Statements—See Index to the Financial Statements at Item 8 of this Report on Form 10-K.

(2) The following financial statement schedule of Stereotaxis, Inc. is filed as part of this Report and
should be read in conjunction with the financial statements of Stereotaxis, Inc.:

— Schedule II: Valuation and Qualifying Accounts.

All other schedules have been omitted because they are not applicable, not required under the
instructions, or the information requested is set forth in the consolidated financial statements or
related notes thereto.

(3) Exhibits
See Exhibit Index appearing on page 86.
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the Registrant has duly caused this
report to be signed on its behalf by the undersigned thereunto duly authorized.

STEREOTAXIS, INC.
(Registrant)

By: /sf BEVIL J. HOGG
Bevil J. Hogg, President and
Date: March 28, 2005 ‘ Chief Executive Officer

KNOW ALL MEN BY THESE PRESENTS, that each person whose signature appears below constitutes
and appoints Bevil J. Hogg and James M. Stolze, and each of them, his true and lawful attorneys-in-fact and agents,
with full power of substitution and resubstitution, for him and in his name, place and stead, in any and all capacities to
sign any and all amendments to this Annual Report on Form 10-K and any other documents and instruments
incidental thereto, and to file the same, with all exhibits thereto, and other documents in connection therewith, with
the Securities and Exchange Commission, granting unto said attorneys-in-fact and agents, and each of them, full
power and authority to do and perform each and every act and thing requisite or necessary to be done in and about
the premises, as fully to all intents and purposes as he might or could do in person, hereby ratifying and confirming all
that said attorneys-in-fact and agents and/or any of them, or their or his substitute or substitutes, may lawfully do or
cause to be done by virtue hereof.

Pursuant to the requirements of the Securities Exchange Act of 1934, this report has been signed below by
the following persons on behalf of the Registrant and in the capacities and on the dates indicated.

Signature Title Date
/sl FRED A. MIDDLETON Chairman of the Board of Directors March 28, 2005

Fred A. Middleton

/s BEVIL J. HOGG President and Chief Executive Officer March 28, 2005
Bevil J. Hogg (principal executive officer)
/sl JAMES M. STOLZE Vice President and Chief Financial Officer March 28, 2005
James M. Stolze (principal financial officer and principal

accounting officer)

/ss ABHI ACHARYA Director | March 28, 2005
Abhi Acharya
/s CHRISTOPHER ALAFI Director March 28, 2005
Christopher Alafi
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/st JOHN C. APLIN

John C. Aplin

/s/ DAVID W. BENFER

David W. Benfer

/si RALPH G. DACEY, JR.

Ralph G. Dacey, Jr.

/s/ GREGORY R. JOHNSON

Gregory R. Johnson

s/ WILLIAM M. KELLEY

William M. Kelley

/s RANDALL D. LEDFORD

Randall D. Ledford

/s/ ABHIJEET J. LELE

Abhijeet J. Lele

/s/f WILLIAM C. MILLS III

William C. Mills III

/s DAVID J. PARKER

David J. Parker

Director

Director

Director

Director

Director

Director

Director

Director

Director
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SCHEDULE 1

VALUATION AND QUALIFYING ACCOUNTS

FOR THE YEARS ENDED DECEMBER 31, 2004, 2003, AND 2002

Additions
Balance at Charged to Balance at
Beginning Cost and the End
of Year Expenses Deductions of Year
Allowance for doubtful accounts and returns:
Year ended December 31, 2004 $116,725 $151,971 $(122,473) $146,223
Year ended December 31, 2003 1,650 117,707 (2,632) 116,725
Year ended December 31, 2002 - 3,850 (2,200) 1,650
Allowance for inventories valuation:
Year ended December 31, 2004 $105,752 $ 59,844 $ (52,841) $112,755
Year ended December 31, 2003 84,580 89,895 (68,723) 105,752
Year ended December 31, 2002 - 84,580 - 84,580
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EXHIBIT INDEX

Number Description

3.1 Restated Articles of Incorporation of the Company, incorporated by reference to Exhibit 3.1 of the
Registrant’s Form 10-Q (File No. 000-50884) for the fiscal quarter ended September 30, 2004.

32 Restated Bylaws of the Company, incorporated by reference to Exhibit 3.2 of the Registrant’s Form 10-Q
(File No. 000-50884) for the fiscal quarter ended September 30, 2004.

4.1 Form of Specimen Stock Certificate, incorporated by reference to the Registration Statement on Form S-1
(File No. 333-115253) originally filed with the Commission on May 7, 2004, as amended thereafter, at exhibit
4.1.

42 Fourth Amended and Restated Investor Rights Agreement, dated December 17, 2002 by and among
Registrant and certain stockholders, incorporated by reference to the Registration Statement on Form S-1
(File No. 333-115253) originally filed with the Commission on May 7, 2004, as amended thereafter, at exhibit
4.2

4.3 Joinder Agreement to Series D-2 Preferred Stock Purchase Agreement, Fourth Amended and Restated
Investor Rights Agreement and Amendment to Second Amended and Restated Stockholders’ Agreement
dated January 21, 2003 by and among Registrant and certain stockholders, incorporated by reference to the
Registration Statement on Form S-1 (File No. 333-115253) originally filed with the Commission on May 7,
2004, as amended thereafter, at exhibit 4.3.

4.4 Joinder and Amendment to Second Amended and Restated Stockholders’ Agreement and Fourth Amended
and Restated Investor Rights Agreement, dated May 27, 2003 by and among Registrant and certain
stockholders incorporated by reference to the Registration Statement on Form S-1 (File No. 333-115253)
originally filed with the Commission on May 7, 2004, as amended thereafter, at exhibit 4.4.

4.5 Second Joinder and Amendment to Second Amended and Restated Stockholders’ Agreement and Fourth
Amended and Restated Investor Rights Agreement, dated December 22, 2003 by and among Registrant and
certain stockholders, incorporated by reference to the Registration Statement on Form S-1 (File No. 333-
115253) originally filed with the Commission on May 7, 2004, as amended thereafter, at exhibit 4.5.

4.6 Third Joinder and Amendment to Second Amended and Restated Stockholders’ Agreement and Fourth
Amended and Restated Investor Rights Agreement, dated January 28, 2004 by and among Registrant and
certain stockholders, incorporated by reference to the Registration Statement on Form S-1 (File No. 333-
115253) originally filed with the Commission on May 7, 2004, as amended thereafter, at exhibit 4.6.

4.7 Form of Warrant Agreement issued to Series D-1 investors, incorporated by reference to the Registration
Statement on Form S-1 (File No. 333-115253) originally filed with the Commission on May 7, 2004, as
amended thereafter, at exhibit 4.7.

4.8 Warrant Agreement issued to Silicon Valley Bank dated January 31, 2002, incorporated by reference to the
Registration Statement on Form S-1 (File No. 333-115253) originally filed with the Commission on May 7,
2004, as amended thereafter, at exhibit 4.8.




4.9

4.10

411

412

10.1

10.24

10.3

10.4#

10.5

10.6#

10.7

10.8#

10.9

Form of Warrant Agreement issued to Series D-2 investors, incorporated by reference to the Registration
Statement on Form S-1 (File No. 333-115253) originally filed with the Commission on May 7, 2004, as
amended thereafter, at exhibit 4.9,

Form of Warrant Agreement issued to Series E-2 investors, incorporated by reference to the Registration
Statement on Form S-1 (File No. 333-115253) originally filed with the Commission on May 7, 2004, as
amended thereafter, at exhibit 4.10.

Warrant Agreement issued to Silicon Valley Bank dated March 19, 2002, incorporated by reference to the
Registration Statement on Form S-1 (File No. 333-115253) originally filed with the Commission on May 7,
2004, as amended thereafter, at exhibit 4.11.

Warrant Agreement issued to Silicon Valley Bank dated September 30, 2002, incorporated by reference to
the Registration Statement on Form S-1 (File No. 333-115253) originally filed with the Commission on May 7,
2004, as amended thereafter, at exhibit 4.12.

1994 Stock Option Plan, incorporated by reference to the Registration Statement on Form S-1 (File No. 333-
115253) originally filed with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.1.

Form of Incentive Stock Option Agreement under the 2002 Stock Incentive Plan, , incorporated by reference
to Exhibit 10.1 of the Registrant’s Form 10-Q (File No. 000-50884) for the fiscal quarter ended September 30,
2004,

2002 Stock Incentive Plan, incorporated by reference to the Registration Statement on Form S-1 (File No.
333-115253) originally filed with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.2.

Form of Non-Qualified Stock Option Agreement under the 2002 Stock Incentive Plan, incorporated by
reference to Exhibit 10.2 of the Registrant’s Form 10-Q (File No. 000-50884) for the fiscal quarter ended
September 30, 2004.

2004 Employee Stock Purchase Plan, incorporated by reference to the Registration Statement on Form S-1
(File No. 333-115253) originally filed with the Commission on May 7, 2004, as amended thereafter, at exhibit
10.3.

Form of Non-Qualified Stock Option Agreement under the 2002 Non-Employee Director Plan, incorporated
by reference to Exhibit 10.3 of the Registrant’s Form 10-Q (File No. 000-50884) for the fiscal quarter ended
September 30, 2004.

2002 Non-Employee Directors’ Stock Plan, incorporated by reference to the Registration Statement on Form
S-1 (File No. 333-115253) originally filed with the Commission on May 7, 2004, as amended thereafter, at
exhibit 10.4.

Form of Restricted Stock Agreement under the 2002 Stock Incentive Plan, incorporated by reference to
Exhibit 10.4 of the Registrant’s Form 10-Q (File No. 000-50884) for the fiscal quarter ended September 30,
2004.

Employment Agreement dated June 23, 1997 between Bevil J. Hogg and the Registrant, incorporated by

reference to the Registration Statement on Form S-1 (File No. 333-115253) originally filed with the
Commission on May 7, 2004, as amended thereafter, at exhibit 10.5.
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10.10#

10.11

10.124

10.13

10.14

10.15

10.16

10.17%

10.18%

10.19%

10.20%

10.21

10.22

Form of Notice of Performance Share Award under the 2002 Stock Incentive Plan, incorporated by reference
to Exhibit 10.5 of the Registrant’s Form 10-Q (File No. 000-50884) for the fiscal quarter ended September 30,
2004.

Employment Agreement dated April 4, 2001 between Douglas M. Bruce and the Registrant, incorporated by
reference to the Registration Statement on Form S-1 (File No. 333-115253) originally filed with the
Commission on May 7, 2004, as amended thereafter, at exhibit 10.6.

Form of Subscription Agreement for the 2004 Employee Stock Purchase Plan, incorporated by reference to
Exhibit 10.6 of the Registrant’s Form 10-Q (File No. 000-50884) for the fiscal quarter ended September 30,
2004.

Employment Agreement dated February 16, 2001 between Melissa Walker and the Registrant, incorporated
by reference to the Registration Statement on Form S-1 (File No. 333-115253) originally filed with the
Commission on May 7, 2004, as amended thereafter, at exhibit 10.7.

Employment Agreement dated April 17, 2002 between Michael P. Kaminski and the Registrant, incorpo-
rated by reference to the Registration Statement on Form S-1 (File No. 333-115253) originally filed with the
Commission on May 7, 2004, as amended thereafter, at exhibit 10.8.

Summary of Non-Employee Directors’ Compensation

Collaboration Agreement dated June 8, 2001 between the Registraﬁt and Siemens AG, Medical Solutions,
incorporated by reference to the Registration Statement on Form S-1 (File No. 333-115253) originally filed
with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.9.

Extended Collaboration Agreement dated May 27, 2003 between the Registrant and Siemens AG, Medical
Solutions, incorporated by reference to the Registration Statement on Form S-1 (File No. 333-115253)
originally filed with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.10.

Development and Supply Agreement dated May 7, 2002 between the Registrant and Biosense Webster, Inc.,
incorporated by reference to the Registration Statement on Form S-1 (File No. 333-115253) originally filed
with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.11.

Amendment to Development and Supply Agreement dated November 3, 2003 between the Registrant and
Biosense Webster, Inc., incorporated by reference to the Registration Statement on Form S-1 (File No. 333-
115253) originally filed with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.12.

Supply Agreement dated July 1, 2003 between the Registrant and Magnet Sales & Manufacturing Inc.,
incorporated by reference to the Registration Statement on Form S-1 (File No. 333-115253) originally filed
with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.13.

Form of Indemnification Agreement between the Registrant and its directors and executive officers,
incorporated by reference to the Registration Statement on Form S-1 (File No. 333-115253) originally filed
with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.14.

Lease, having an effective date of August 15, 2001, between the Registrant and Emerging Technologies

Building I1, LLC, incorporated by reference to the Registration Statement on Form S-1 (File No. 333-115253)
originally filed with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.15.
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10.237
10.24
10.25%
10.26%
10.27¢
10.28
10.29
10.30
10.31

10.32

10.33

10.34

Letter Agreement, dated September 12, 2003, between the Registrant and Philips Medizin Systeme
G.m.b.H., incorporated by reference to the Registration Statement on Form S-1 (File No. 333-115253)
originally filed with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.16.

Letter Agreement and Employment Agreement dated May 26, 2004 between James M. Stolze and the
Registrant, incorporated by reference to the Registration Statement on Form S-1 (File No. 333-115253)
originally filed with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.17.

Software Distribution Agreement dated March 3, 2004 between the Registrant and Siemens Aktiengesell-
schaft, incorporated by reference to the Registration Statement on Form S-1 (File No. 333-115253) originally
filed with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.18.

Third Party Service Agreement dated August 5, 2002 between the Registrant and Siemens Medical Solutions
USA, Inc., incorporated by reference to the Registration Statement on Form S-1 (File No. 333-115253)
originally filed with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.19.

Research Agreement between the Registrant, Siemens AG and Landesbetrieb Krankenhauser, incorporated
by reference to the Registration Statement on Form S-1 (File No. 333-115253) originally filed with the
Commission on May 7, 2004, as amended thereafter, at exhibit 10.20.

Loan and Security Agreement dated January 31, 2002 between the Registrant and Silicon Valley Bank,
incorporated by reference to the Registration Statement on Form S-1 (File No. 333-115253) originally filed
with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.21.

Loan Modification Agreement dated May 14, 2002 between the Registrant and Silicon Valley Bank,
incorporated by reference to the Registration Statement on Form S-1 (File No. 333-115253) originally filed
with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.22.

Second Loan Modification Agreement dated July 11, 2002 between the Registrant and Silicon Valley Bank,
incorporated by reference to the Registration Statement on Form S-1 (File No. 333-115253) originally filed
with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.23.

Loan and Security Agreement dated September 30, 2002 between the Registrant and Silicon Valley Bank,
incorporated by reference to the Registration Statement on Form S-1 (File No. 333-115253) originally filed
with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.24.

Second Loan Maodification Agreement dated September 30, 2002 to Equipment Loan and Security Agree-
ment dated January 31, 2002 and Third Loan Modification Agreement to Revolving Loan and Security
Agreement dated March 19, 2002, incorporated by reference to the Registration Statement on Form S-1 (File
No. 333-115253) originally filed with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.25.

Third Loan Modification Agreement dated December 31, 2002 to Equipment Loan and Security Agreement
dated January 31, 2002 and Fourth Loan Modification Agreement to Revolving Loan and Security Agree-
ment dated March 19, 2002 and First Loan Modification Agreement to Equipment Loan and Security
Agreement dated September 30, 2002 between the Registrant and Silicon Valley Bank, incorporated by
reference to the Registration Statement on Form S-1 (File No. 333-115253) originally filed with the
Commission on May 7, 2004, as amended thereafter, at exhibit 10.26.

Fourth Loan Modification Agreement dated April 2003 to Equipment Loan and Security Agreement dated
January 31, 2002 and Fifth Loan Modification Agreement to Revolving Loan and Security Agreement dated
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10.35

10.36%

10.37

10.38%

10.39*
23.1

311

31.2

32.1

32.2

March 19, 2002 and Second Loan Modification Agreement to Equipment Loan and Security Agreement
dated September 30, 2002, incorporated by reference to the Registration Statement on Form S-1 (File No.
333-115253) originally filed with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.27.

Loan and Security Agreement dated April 30, 2004 between the Registrant and Silicon Valley Bank,
incorporated by reference to the Registration Statement on Form S-1 (File No. 333-115253) originally filed
with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.28.

Distributor Agreement dated September 17, 2003 between the Registrant and AB Medica, incorporated by
reference to the Registration Statement on Form S-1 (File No. 333-115253) originally filed with the
Commission on May 7, 2004, as amended thereafter, at exhibit 10.29.

Promissory Note dated November 20, 2001 by Douglas M. Bruce payable to the order of Stereotaxis, Inc.,
incorporated by reference to the Registration Statement on Form S-1 (File No. 333-115253) originally filed
with the Commission on May 7, 2004, as amended thereafter, at exhibit 10.30.

Japanese Market Development Agreement dated May 18, 2004 between the Registrant, Siemens Aktien-
gesellschaft and Siemens Asahi Medical Technologies Ltd., incorporated by reference to the Registration
Statement on Form S-1 (File No. 333-115253) originally filed with the Commission on May 7, 2004, as
amended thereafter, at exhibit 10.32.

Office Lease dated November 15, 2004 between the Registrant and Cortex West Development I, LLC
Consent of Ernst & Young LLP

Rule 13a-14(a)/15d-14(a) Certification (pursuant to Section 302 of the Sarbanes-Oxley Act of 2002, executed
by Chief Executive Officer).

Rule 13a-14(a)/15d-14(a) Certification (pursuant to Section 302 of the Sarbanes-Oxley Act of 2002, executed
by Chief Financial Officer).

Section 1350 Certification (pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, executed by Chief
Executive Officer).

Section 1350 Certification (pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, executed by Chief
Financial Officer)

Indicates management contract or compensatory plan

Confidential treatment granted as to certain portions, which portions are omitted and filed separately with
the Securities and Exchange Commission.

Confidential treatment requested as to certain portions, which portions are omitted and filed separately with
the Securities and Exchange Commission.




Exhibit 23.1

CONSENT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM

We consent to the incorporation by reference in the Registration Statements (Form S-8) pertaining to the
Stereotaxis, Inc. 2004 Employee Stock Purchase Plan, the Stereotaxis, Inc. 2002 Stock Incentive Plan, the Stereotaxis,
Inc. 2002 Non-Employee Directors’ Stock Plan, and the Stereotaxis, Inc. 1994 Stock Plan (No. 333-115253) of our
report dated February 18, 2005, with respect to the consolidated financial statements and schedule of Stereotaxis, Inc.
included in this Annual Report (Form 10-K) for the year ended December 31, 2004,

St. Louis, Missouri
March 22, 2005
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Exhibit 31.1
Certification of Principal Executive Officer

I, Bevil J. Hogg, certify that:
1. I have reviewed this annual report on Form 10-K of Stereotaxis, Inc.;

2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a
material fact necessary to make the statements made, in light of the circumstances under which such statements
were made, not misleading with respect to the period covered by this report;

3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly
present in all material respects the financial condition, results of operations and cash flows of the registrant as
of, and for, the periods presented in this report;

4. The registrant’s other certifying officers and I are responsible for establishing and maintaining disclosure
controls and procedures (as defined in Exchange Act Rules 13a-15(e) and 15d-15(e)) for the registrant and
have:

(a) Designed such disclosure controls and procedures, or caused such disclosure controls and
procedures to be designed under our supervision, to ensure that material information relating to the
registrant, including its consolidated subsidiaries, is made known to us by others within those
entities, particularly during the period in which this report is being prepared;

{b) Reserved - not effective

(c) Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented
in this report our conclusions about the effectiveness of the disclosure controls and procedures, as of
the end of the period covered by this report based on such evaluation; and

(d) Disclosed in this report any change in the registrant’s internal control over financial reporting
that occurred during the registrant’s most recent fiscal quarter (the registrant’s fourth fiscal quarter
in the case of an annual report) that has materially affected, or is reasonably likely to materially
affect, the registrant’s internal control over financial reporting.

5. The registrant’s other certifying officers and I have disclosed, based on our most recent evaluation of internal
control over financial reporting, to the registrant’s auditors and the audit committee of the registrant’s board of
directors (or persons performing the equivalent functions):

(a) All significant deficiencies and material weaknesses in the design or operation of internal control
over financial reporting which are reasonably likely to adversely affect the registrant’s ability to
record, process, summarize and report financial information; and

(b) Any fraud, whether or not material, that involves management or other employees who have a
significant role in the registrant’s internal control over financial reporting.

Date: March 28, 2005 /s/ BEVIL J. HOGG
Bevil J. Hogg
President and Chief Executive Officer
Stereotaxis, Inc.
(Principal Executive Officer)
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Exhibit 31.2

Certification of Principal Financial Officer

I, James M. Stolze, certify that:
1. T have reviewed this annual report on Form 10-K of Stereotaxis, Inc.;

2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a
material fact necessary to make the statements made, in light of the circumstances under which such statements
were made, not misleading with respect to the period covered by this report;

3. Based on my knowledge, the financial statements, and other financial information included in this report, fairly
present in all material respects the financial condition, results of operations and cash flows of the registrant as
of, and for, the periods presented in this report;

4. The registrant’s other certifying officers and I are responsible for establishing and maintaining disclosure
controls and procedures (as defined in Exchange Act Rules 13a-15(e) and 15d-15(e)) for the registrant and
have:

(a) Designed such disclosure controls and procedures, or caused such disclosure controls and
procedures to be designed under our supervision, to ensure that material information relating to the
registrant, including its consolidated subsidiaries, is made known to us by others within those
entities, particularly during the period in which this report is being prepared;

(b) Reserved - not effective

(c) Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented
in this report our conclusions about the effectiveness of the disclosure controls and procedures, as of
the end of the period covered by this report based on such evaluation; and

(d) Disclosed in this report any change in the registrant’s internal control over financial reporting
that occurred during the registrant’s most recent fiscal quarter (the registrant’s fourth fiscal quarter
in the case of an annual report) that has materially affected, or is reasonably likely to materially
affect, the registrant’s internal control over financial reporting.

5. The registrant’s other certifying officers and I have disclosed, based on our most recent evaluation of internal
control over financial reporting, to the registrant’s auditors and the audit committee of the registrant’s board of
directors (or persons performing the equivalent functions):

(a) All significant deficiencies and material weaknesses in the design or operation of internal control
over financial reporting which are reasonably likely to adversely affect the registrant’s ability to
record, process, summarize and report financial information; and

(b) Any fraud, whether or not material, that involves management or other employees who have a
significant role in the registrant’s internal control over financial reporting.

Date: March 28, 2005 /s/ JAMES M. STOLZE
James M. Stolze
Vice President and Chief Financial Officer
Stereotaxis, Inc.
(Principal Financial Officer)
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Exhibit 32.1

CERTIFICATION PURSUANT TO 18 US.C. SECTION 1350,
AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the annual report of Stereotaxis, Inc. (the “Company”’) on Form 10-K for the period
ended December 31, 2004 as filed with the Securities and Exchange Commission on the date hereof (the “Report”), 1,
Bevil J. Hogg, President and Chief Executive Officer of the Company, certify, pursuant to Rule 13a-14(b) and Section
1350 of Chapter 63 of Title 18 of the United States Code, as adopted pursuant to Section 906 of the Sarbanes-Oxley
Act of 2002, that: ‘

(1) The Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange
Act of 1934; and

(2) Theinformation contained in the Report fairly presents, in all material respects, the financial condition
and results of operations of the Company.

Date: March 28, 2005 /s/ BEVIL J. HOGG
Bevil J. Hogg
President and Chief Executive Officer
Stereotaxis, Inc.
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Exhibit 32.2

CERTIFICATION PURSUANT TO 18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the annual report of Stereotaxis, Inc. (the “Company”’) on Form 10-K for the period
ended December 31, 2004 as filed with the Securities and Exchange Commission on the date hereof (the “Report™), I,
James M. Stolze, Vice President and Chief Financial Officer of the Company, certify, pursuant to Rule 13a-14(b) and
Section 1350 of Chapter 63 of Title 18 of the United States Code, as adopted pursuant to Section 906 of the Sarbanes-
Oxley Act of 2002, that:

(1) The Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange
Act of 1934; and

(2) The information contained in the Report fairly presents, in all material respects, the financial condition
and results of operations of the Company.

Date: March 28, 2005 s/ JAMES M. STOLZE

James M. Stolze
Vice President and Chief Financial Officer
Stereotaxis, Inc.




